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Mr. Tyler 
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Referral Office 
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Dr. Remondini 
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TIME 
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Transportation 


496-4380 

Travel (DRG): Consultants & Govt. Employees 

Joe McPherson 

496-6604 

User Resource Office 

Nancy Curling 

496-1061 

WEATHER 


936-1212 

Xerox Room (2nd Floor Westwood Bldg.) 

James Webb 

496-7010 


TO PLACE 800 CALL, DIAL 119 PLUS 800 AND THE SEVEN DIGIT NUMBER 
NOTES : 


PREFACE 


This Handbook is a training and reference manual for Grants Assistants 
and Grants Clerks in the Review Sections of the Referral and Review Branch 
of the Division of Research Grants of Lhe National Institutes of Health. 

It includes both a general discussion of the office procedures and also 
a description of the various steps involved In receiving, processing, and 
reviewing grant applications. Since the Handbook will be continually 
revised and updated, the material is arranged in such a way as to make 
updating easier. Your assistance in the revising of the Handbook 
would be appreciated. Please forward any suggestions to the Office of 
the Chief, Referral and Review Branch, Division of Research Grants, 

Room 338 ^ Westwood Building. 
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Chapter I 

INTRODUCTION 


A. THE NATIONAL INSTITUTES OF HEALTH 


The National Institutes of Health (NIH) is the principal medical research 
arm of the Federal Government and one of the six health agencies of the 
Public Health Service (PHS), which- is a component of the Department of 
Health and Human Services (DHHS). Included within the NIH are 20 Bureaus, 
Institutes, and Divisions. Those that are funding organizations will 
hereafter be referred to as "Institutes." Most of the NIH is located in 
Bethesda, Maryland, although the National Institute of Environmental Health 
Sciences is in Research Triangle Park, North Carolina, the intramural 
program of the National Institute on Aging is in Baltimore, Maryland, and 
some research components of the NIH are located in other areas of the United 
States. Figure 1 shows the general organization of the NIH and its position 
within DHHS. 

The mission of the NIH is to improve the health of the Nation by increasing 
our understanding of the processes underlying human health and by acquiring 
new knowledge to help prevent, detect, diagnose, and treat disease. 

The NIH accomplishes this mission by: 

e supporting research in universities, medical schools, hospitals, and 
research institutions in this country and abroad; 

9 conducting research in its own laboratories and clinics; 

s supporting training for promising young researchers; 

s helping to develop and maintain research resources; 

9 identifying research findings that can be applied to the care of 
patients, and helping to transfer such advances to the health care 
system; 

e promoting effective ways to communicate biomedical information to 
scientists, health practitioners, and the public; and 

9 developing and recommending policies related to the conduct and 
support of biomedical research. 

In order to achieve these goals, the NIH relies on its intramural and 

extramural programs. The intramural programs support biomedical and 

clinical research projects conducted at the NIH, while the extramural 

programs provide funding for investigators at other institutions. 
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B. EXTRAMURAL FUNDING 


The diverse funding mechanisms for extramural research are divided into 
three main categories: grants, contracts and cooperative agreements. In 
general, with grants, the applicant investigator is responsible for 
developing the concepts, methods, and approach for a research project; with 
contracts, however, the awarding Institute is responsible for establishing 
the plans, protocol, and detailed requirements for a project. Contracts are 
normally solicited through requests for proposals (RFPs), while grants are 
not usually solicited. In certain circumstances, however, grants are 
solicited to support areas of special interest to an awarding unit, in which 
case requests for applications (RFAs) or program announcements are issued. 
The cooperative agreement is to support or stimulate the recipient's 
activities, but also provides for substantial involvement on the part of the 
funding agency during the period of performance. 

Grant applications are classified according to type, such as new, competing 
continuation (renewal), and supplemental applications, and according to 
activities, such as individual research projects, conferences, program 
projects, centers. Research Career Development Awards, First Independent 
Research Support and Transition Awards, and fellowships. Contract proposals 
are classified according to transaction types, such as new, renewal, 
modification, and continuation of incrementally funded contracts. 

All three funding mechanisms of support--grants , contracts, and cooperative 
agreements--may be awarded to both non-profit and for-profit organizations. 

C. HOW A RESEARCH GRANT IS AWARDED 


An investigator, usually through his institution or research center, submits 
a grant application to the NIH. The application is sent to the Referral 
Section, Division of Research Grants (DRG) , which is the central point for 
the initial processing and assignment of grant applications. If the 
application is relevant to the NIH mission, a Referral Officer assigns it to 
an Initial Review Group and to one or more Institutes. 

The grant application is first reviewed for scientific merit by a panel of 
experts, primarily non-Government scientists from academic or research 
organizations throughout the United States. Depending on the type of 
application, the review group will be either from DRG or from one of the 
Institutes. These review groups may be referred to as Scientific Review 
Groups (SRGs), if they review both grant applications and contract 
proposals, or Initial Review Groups (IRGs), if they review only grant 
applications. Within DRG, such groups are generally called Study Sections. 

The second level of review is by National Advisory Boards or Councils, 
hereafter called "Councils," composed of both scientific and lay represent- 
atives who are noted for their expertise, interest, or activity in matters 
related to health and disease. Council recommendations are based not only 
on considerations of scientific merit as judged by an IRG, but also on the 
relevance of a grant application to an Institute's programs and priorities. 
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Councils can reverse an approval or disapproval action by an I RG on the 
basis of policy or a minority report; they cannot reverse an action based on 
science. Usually Councils will request a rereview of an application by the 
same or another study section when they feel a review was not valid. 

By separating the scientific assessment of proposed projects from policy 
decisions about scientific areas to be supported and the level of resources 
to be allocated, the dual review system permits a more objective evaluation 
than would result from a single level of review (Figure 2). This system 
provides the appropriate NIH officials with the best available advice about 
scientific expertise as well as societal values and needs. 

THE DIVISION OF RESEARCH GRANTS 


As a support division of the NIH, DRG: 

0 receives and processes applications submitted to the Public Health 
Service (PHS), and assigns such applications to IRGs for scientific 
merit review and to awarding organizations for possible funding; 

0 provides the scientific merit review of most NIH grant applications; 

@ collects, stores, retrieves, analyzes, and evaluates management and 
program data needed in the administration of NIH extramural 
programs; 

« advises the Office of Extramural Research and the Office of the 
Director, NIH, in the formulation of grant application review 
policies and procedures; and 

@ disseminates information on NIH extramural programs to the 
scientific community and the general public. 


The DRG internal structure is shown in Figure 3, and the functions of each 
of the major offices and branches are explained in Manual Issuance 1125. 
Organizational ly, DRG is accountable to the Office of the Director, NIH, and 
is separate from the other Institutes. DRG does not itself fund or manage 
grant programs. 

This Handbook discusses in detail the activities and responsibilities of the 
Review Sections of the Referral and Review Branch (RRB). (See Figure 4 for 
the internal structure of this Branch.) Specifically, the Branch manages 90 
plus study sections organized basically along scientific disciplines and 
medical specialty areas (Table 1). Each study section consists of 
consultants who are primarily non-Government scientists drawn from academic 
and research organizations, and is under the direction of an Executive 
Secretary, who is a full-time DRG Health Scientist Administrator. 

A Grants Assistant and sometimes a Grants Clerk assist each Executive 
Secretary in the administration of study section activities. 
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Although basic secretarial-clerical skills are required, there is constant, 
challenging on-the-job training. The Grants Assistant, who works directly 
with the Executive Secretary, is primarily responsible for the effective 
management of the study section office, and has the opportunity to become 
closely involved with many of the professional aspects of study section 
work. The following chapters describe these responsibilities. 
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TABLE L REFERRAL AM REVIEW BRANCH 
Chief, Dr, Mischa Friedman* 

Acting Deputy Chief, Dr, Raymond Bahor 
Deputy Chief for Referral, Dr, Patricia Straat 
Institute Liaison Program Analyst, Nicholas C, Moriarity, Jr, 


B EHAVIORAL AND NEUROSCIENCES REVIEW SECTION 

Chief, Dr, Samuel Rawlings 
Lead Grants Technical Assistant, 

J^nny Bogley 

AFL Adolescent Family Life (AHR)* 

3 EM Behavioral Medicine 

BNS 1 Neurological Sciences (Fellowships) 

BNS 2 Psychology & Social Sciences ,f 

BNS 3 Communicative Sciences 

BPO Bio-Psychology 

CMS Sensory Disorders and Language 

HAft Hearing Research 

HUD l Human Development and Aging I 

HUP 2 Human Development and Aging 2 

HUD 3 Human Development and Aging 3 

NEUA Neurology A 

NEUB 1 Neurology 3 i 

NEUB 2 Neurology 8 2 

NEUC Neurology C 

NLS 1 Neurological Sciences L 

NLS 2 Neurological Sciences 2 

SOI Service Delivery Improvement (AHR)* 

SSP Social Sciences & Population 

VISB Visual Sciences B 


BIOMEDICAL SCIENCES REVIEW SECTION 

Chief, Dr. Asher Hyatt 

Lead Grants Technical Assistant, 

Virginia Shifflett 

BBCA Molecular & Cellular Biophysics 

BBCB Biophysical Chemistry 

BI L Genetics (Fellowships 

BI 2 Biochemistry & Pharmacology " 

BI 4 Biophysical & Bio-organic Chemistry J> 

BI 7 Genetics (Fellowships) 

BIO I Biochemistry I 

BIO 2 Biochemistry 2 

BMT Metallobiochemistry 

BNP Bio-organic & Natural 

Products Chemistry 
GEN Genetics 

MCHA Medicinal Chemistry 

MET Metabolism 

MGN Mammalian Genetics 

NTN Nutrition 

PB Physical Biochemistry 

PBC Pathobiochemistry 

PC Physiological Chemistry 

RAD Radiation 


BIOLOGICAL SCIENCES REVIEW SECTION 

Chief, Dr„ Hugh Stamper 

Lead Grants Technical Assistant, 

Linda Robbins 

ALT Allergy & Immunology 

BI 3 Cellular & Molecular Biology (Fellowships) 

BI 5 International Awards (Fellowships) 

BI 6 Cellular & Molecular Biology (Fellowships) 

BM 1 Bacteriology 6 Mycology 1 

BM 2 Bacteriology & Mycology 2 

CBY 1 Cellular Biology & Physiology I 

CBY 2 Cellular Biology & Physiology 2 

CLIN 1 Immunology and Virology (Fellowships) 

CTY Molecular Cytology 

El Experimental Immunology 

EVR Experimental Virology 

IMB Immunobiology 

IMS Immunological Sciences 

MBC I Microbial Physiology & Genetics 1 

MBC 2 Microbial Physiology & Genetics 2 

MBY Molecular Biology 

TMP Tropical Medicine & Parasitology 

VR Virology 


*Ad Hoc Review Group 


+Also Associate Director for Referral and Review, DRG 
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IICAJL SCIENCES 5EVIEW SECTION 


SPECIAL REVIEW SECTION 


if, Or, Nathan Watzman 
l Grants Technical Assistant, 
Betty Lester 


Chief, Dr. Jeanne Ketley 
Lead Grants Technical Assistant, 
Ms. Genevieve Pearsall 


2 Physiological & Cardiovascular SSS 0 to SSS 9, SSS W, SSS X, SSS Z 

Sciences (Fellowships) SSS H (HLS; History of Life Sciences 

4 Clinical Pathological Sciences Review Group) 

(Fellowships) 

Chemical Pathology 
Cardiovascular & Pulmonary 
Cardiovascular & Renal 
Experimental Cardiovascular Sciences 

1 Epidemiology & Disease Control 1 

2 Epidemiology & Disease Control 2 

1 General Medicine A 1 

2 General Medicine A 2 

L Hematology l 

2 Hematology 2 

Metabolic Pathology 
3 Nursing Research 

1 Orthopedics & Musculoskeletal 

A Pathology A 

S Pathology B 

Respiratory & Applied Physiology 
Diagnostic Radiology 
Surgery, Anesthesiology & Trauma 
Surgery & Bioengineering 


BIOLOGICAL SCIENCES REVIEW SECTION 

if, Dr. Faye Calhoun 

i Grants Technical Assistant, 

,ae Martin 


Biochemical Endocrinology 
3 Endocrinology & Reproductive Biology 

(Fellowships) 

Endocrinology 

1 Experimental Therapeutics 

2 Experimental Therapeutics 
General Medicine B 

Human ^mht'yology & Development 

yology & Development (AHR)* 
■V & Medicine L 
1 Medicine 2 


Hoc Review Group 
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Chapter II 


STUDY SECTIONS 


A. STUDY SECTION OFFICE 


Each study section office consists of an Executive Secretary, a 
Grants Assistant, and possibly a Grants Clerk. They share 
responsibility for ensuring that applications in their specific 
scientific area are processed correctly, that all necessary 
materials are obtained and mailed to study section members, that the 
meetings of the study section are held and reported on in detail, 
and that summary statements with the study section recommendations 
are prepared for transmission to the Institutes. A current list of 
the study sections, Executive Secretaries, and staff is distributed 
at regular intervals. 

B. STUDY SECTION MEMBERSHIP 


Each study section is composed of a panel of scientific consultants 
qualified to evaluate applications in a particular area of 
biomedical science. While study sections are normally composed of 
16 to 20 members, this number may increase if the workload and 
diversity of applications require a larger number of specialists. 
The responsibil ity for choosing the members of a study section rests 
with the Executive Secretary, who uses many sources in the selection 
process. The Handbook for Executive Secretaries describes more 
fully the composition and selection of study section membership. 

C. TYPES OF STUDY SECTIONS 


1. Chartered Study Sections 

a. Regular Study Sections . All NIH public advisory committees 
are establ i shed under Section 222 of the Public Health 
Service Act, as amended by 42 US Code 217a. Regular study 
sections are chartered by the Director, NIH, in accordance 
with P.L. 99-158. Requests for charter renewals are handled 
by the DRG Committee Management Office (CMO). The number of 
members on a chartered study section is established in the 
charter . 

Members normally serve for 4 years, with the term of office 
usually beginning July 1 and always ending on June 30. If, 
for unusual reasons, an appointment is initiated mid-year, 
the term still terminates on June 30. Appointments are 
staggered so that about one-fourth of the membership of a 
study section are new each year. New nominations are 
initiated about a year in advance. 
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b. Flexible Study Sections A flexible study section is 

chartered with the provision for a large number of members 
and a subcommittee structure. The membership can be either 
(1) subdivided into as many subcommittees as needed to 
review applications, or (2) subdivided into a fixed number 
of subcommittees, each operating as a regular study section. 

c. Fellowship Study Sections Fellowship applications are 
generally reviewed by flexible study sections that consist 
of up to 64 members, including the Chairperson, and are 
subdivided into four or five subcommittees organized 
according to specific areas of research. Those procedures 
for nominating and appointing members and the arrangements 
for meetings parallel those of the research grant study 
sections. 

2. Ad Hoc Study Sections 

Ad hoc study sections are not chartered study sections but are 
organized, as needed, for review of applications. However, the 
reviewers and Chairperson for these meetings are chosen, by the 
Executive Secretary assigned to the meeting, using the same 
criteria and in accordance with the rules for chartered study 
sections. The payment for the operation of ad hoc study 
sections is made from the Chairperson's Scientific Review and 
Fvaluation Award of a chartered study section. (See Section G. 
Procedure for Nominating a Chairperson.) 

a. Overflow When the workload for a chartered study section 
becomes excessive for any one round, the Executive Secretary 
of the study section, with the consent of the Section Chief 
and Deputy Chief for Referral , may form an ad hoc group to 
review the excess applications - AHR F (F for overflow). 

b. Special When an Executive Secretary is assigned a 

"Special ," the review group constituted for that purpose 
would be designated AHR S (S for special review group), 
which delineates a review of applications not involving 
members of study sections. (This is not to be confused with 
SSS - Special Review Section.) 

c< SB IR The Small Business Innovation Development Act requires 
the PHS to set aside a specific amount of its research and 
development budgets for a Small Business Innovation Research 
(SBIR) Program. The ad hoc review group reviewing the small 
business applications would be designated AHR B (B for small 
business) , 

d. Member The Executive Secretary forms a special committee to 
review an application involving a member of another study 
section, thus avoiding a conflict of interest for the 
original study section. The new group would be designated 
AHR M. 
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e. AREA The Executive Secretary assigned AREA applications 
(research applications from small colleges and minority 
institutions) would set up a committee AHR A (A for AREA). 

f. Continuing Ad Hoc Review Committees When a new scientific 
area has been developed and" a committee is formed, or when 
an established committee is seeking a charter, they are 
designated as continuing ad hoc review groups. They review 
applications on a regular cycle. These review groups would 
include AHR as part of their title. 

g. SSS The Special Review Section is comprised of ad hoc 
committees. These committees regularly review program 
project grant applications, applications from research 
centers, research resource grants, instrumentation grant 
applications, SBIR applications, and other specialized 
applications. At least 5 consultants are needed to review 
any SSS application, and up to 20 consultants are invited 
for more complex applications or when several applications 
are being reviewed. Expenses for SSS committees are paid by 
the Chairperson's Scientific Review and Evaluation Award of 
a chartered study section on a rotating basis among all 
chartered study sections. 

D. PROCEDURE FOR SELECTING NEW MEMBERS OF CHARTERED STUDY SECTIONS 
1. Rules Regarding Nominations 

a. Deadlines for Submitting Nominations . July 1 is the 
earliest date that a study section office is permitted to 
submit nominations for the following year. The deadlines 
for each Review Section change each year, but occur on 
approximately November 1, November 18, and December 1. 
Approval of nominations takes from 4 to 6 months. 

b. Female and Minority Representation . NIH's goal is to 

maintain approximately 23 percent female and 17 percent 
minority representation on all NIH public advisory 
committees. Therefore, if the continuing female and 

minority membership falls below these percentages, a female 
and a minority candidate must be included on the nomination 
slate. If this is not possible, a written waiver request is 
to be submitted stating the specific areas of expertise 
needed and the efforts made to find an appropriate female or 
minority candidate. 

c. Geographical Distribution . Selection of candidates shall 
reflect equitable representation of all geographic regions 
of the United States. 

Nominees should be selected from consultants living in the 
continental United States, Alaska, Hawaii, or Puerto Rico. 
Canadians may also be nominated. No more than 15 percent 
may be from New York, Massachusetts, Texas, or California. 


13 



Membership exceeding 1!3 percent from these states requires a 
waiver request. All other states are limited to 10 percent. 
Fifty percent is the limit permitted from any general 
geographic area. (See Figure 5, Map of Regions.) 

d. Two Members from the Same Organization . Two members cannot 
be from the same Institution. A waiver of Department policy 
for having two members from the same institution may be 
considered if highly specialized expertise is needed or if a 
highly qualified minority or woman candidate can be 
identified. The nominees must work in different 
departments, their work must be unrelated, and they cannot 
be involved in the same areas of review. Also, a nominee 
cannot replace a retiring member from the same institution, 
unless the Section Chief grants an exception. A wait of 1 
year is required before appointing another member from the 
same institution. 

e. Federal Employees . Each study section may normally have 
only one Federal employee as a member. Additional Federal 
employees may be nominated in very special cases and only 
with the approval of the Section Chief. 

f. For-Profit Members . Nominees from for-profit organizations 
are allowed. However, only one person from an organization, 
regardless of location, may be nominated. 

g. Terms of Appointment . As previously noted, a term is 
1 imi ted to 4 years , a 1 though a waiver can be granted for a 
5th year of service. Under the Public Health Service Act, 
no committee member may be reappointed to serve on the same 
or any other committee until at least 1 year has elapsed 
unless a waiver is requested by the Director, DRG, and is 
approved by the Director, Secretary's Advisory Committee 
Office. 

If an individual has previously served 8 years in the past 
12 years, a waiver for excessive service is required. An 
early resignation may be replaced by a full 4-year nominee 
if this does not upset the rotation of termination dates. 
The term begins after the nomination has been approved, but 
must end June 30 of the fourth year. 

h. Conflict of Interest . Final approval of any nominee is 
contingent upon the review of the completed Form HHS-474, 
"Confidential Statement of Employment and Financial 
Interest," for actual and apparent conflicts of interest. 
The forms must be reviewed and signed by the Executive 
Secretary and the Director, DRG. A review of the form by 
the Director, NIH, is required if the member is a full-time 
employee of a for-profit organization. 
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2. Identification of Candidates 


In order to obtain names of qualified potential study section 
members, the Grants Assistant can assist the Executive Secretary 
by initiating scientific literature searches accessing DIALOG, 
MEDLINE, TOXLINE, CHEMLINE and CANCERLIT. (For "how to" 
information, contact the User Resource Office.) Also, a request 
for a search of names by specific research areas can be obtained 
by accessing the Committee Management Information System (CMIS). 
Additional information regarding this source is available in the 
CMO. 

After the Executive Secretary has provided the Grants Assistant 
with the information needed on each candidate, the Grants 
Assistant should go to the CMO to pick up all required forms and 
check the alphabetical listing of consultants to be sure the 
candidate is not serving on another NIH committee. 

In addition, the Grants Assistant may use RAID (Random Access 
for Institutes and Divisions) for retrieval of Institute data 
from the IMPAC system's master files and data bases to obtain a 
SNAPSHOT (Figure 6) of the candidate's affiliation to NIH, 
(Contact the User Resource Office for instructions.) 

3. Preparation of the Nomination Package 

a. DRG Nominating Memo . The Grants Assistant prepares a DRG 
Nomination Memo, which lists all candidates (in alphabetical 
order), term dates, and a brief description of their 
scientific expertise. The preferred source for the C V and 
publications is a recent (within 3 years) biographical 
sketch from a grant application. If a biographical sketch 
is not available or is not current, an updated personal CV 
with publications must be obtained from the candidate. 
Pertinent information must be extracted from the personal CV 
and typed onto the Alternate CV Form. Do not include the 
complete personal CV. Publications from the personal CV 
should accompany the Alternate CV Form. 

b. Nomination Package . The nomination package, with all the 

required forms and copies for the appropriate Institutes, 
are to be forwarded to the CMO through the appropriate 
Section Chief. A concurrence slip, signed by the Section 
Chief, must be attached to the packet before it is submitted 
to the CMO. When forwarding nominations to the Section 

Chiefs, include the appropriate number of Institute copies 
as well as a copy for the CMO. Do not send Institute copies 
directly to the Institute. For the Institutes, two copies 
of the nomination memorandum and attachments ~ (CVs and 
publications) are required. The CMO then forwards an 

Availability Check Request (ACR) card for each nominee to 
the NIH CMO in Building 1, for submission to the Department 
CMO for a thorough check as to past or present service on 
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any other HHS committee. At the same time, the ACR cards 
are sent to the Building 1 CMO, DRG sends the nomination 

memo and attachments to the appropriate Institutes for 

review. 

c. Form NIH/CMO 08/01/84 "Request for Approval of Nominees for 

Public Advisory Committees / 1 The Grants 'Assistant - conipTetes' 
Form NIH/CMO 08/01/84 for each nominee (Figure 7). This 

form must be signed by the Director, DRG, and the Director, 

NIH, which indicates their approval for the nominee to be 
invited to serve. 

d. Waiver Requests . Waivers may be requested for exceptions to 
such regulations as the lack of female and minority study 
section members or excessive service. (See the list of the 
types of waivers in Figure 8). For exemptions to Department 
and NIH policies, waiver requests must be prepared by the 
Executive Secretary and included in the nomination package 
(Figure 8). A waiver request should include the following 
information : 

® sources used to identify potential candidates, such as 
membership rosters of professional societies, past and 
present study section members, appropriate persons in 
the relevant Institutes, etc; 

® information regarding scientific areas needing coverage 
and difficulties in locating candidates; and 

@ names of scientists identified and the reasons they are 
not being nominated. 

Note : Waiver requests are reviewed carefully and 

critically. To avoid delays, waiver requests must be fully 
justified and explained. Samples of waiver requests are 
available in the CMO. 

e. Professional Area Breakdown . The Executive Secretary should 

develop a professional area breakdown, which lists; 

retiring and continuing members by term-ending dates, areas 
of scientific expertise, geographic location, and female and 
minority status; and the proposed replacements for retiring 
members, or vacancies by term ending dates, areas of 
scientific expertise, geographic location, and female and 
minority status (Figure 9). 

f. Grant ID Record . The nomination package must include a copy 

of a candidate's NIH grant history if available. 

Instructions for obtaining this information are available in 
the CMO. 

NOTE : Current Instructions and Samples for Nominations are Available in 
The Committee Management Office. 
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E. INVITATION TO NEW MEMBERS and rankings. If 

°ta ry checks with 

Once the nomination of a new study section member has 1 ’ r ' the CMO for 
at various levels of the NIH, a letter of invitation {i 
prepared by the CMO and signed by the Director, DRb 
required forms and informational materials are mailed v 
letter, including the HHS-474 Confidential Statement of Emj 
and Financial Interests and a C V Form. On the CV, nominees 1 -pul d be 
areas of their scientific and professional competence, interers of 
and experience. This information aids the Executive Secretar.y' blic 
assigning applications for review and also provides data for th 
annual Rosters of NIH Initial Review Groups . The nominee replies by 
returning the required forms to the CMO. Form HHS-474 is reviewed 
and when approved, signed by the Director, DRG, A follow-up letter 
is prepared by CMO and signed by the DRG Committee Management 
Officer (Figure 11) . 

F. ORIENTATION OF NEW MEMBERS 


After the nominee accepts the invitation, the Executive Secretary 

usually writes to welcome the new member and to describe in more 

detail the activities of the study section. The new member is also 
sent the curren t Orientation Handbook for Members of Scientific 
Review Groups and the latest edition of the NIH Public Advisory 

Groups: Authority, Structure, Functions, Members^ If an acceptance 
is received prior to the June meeting, the new member may be invited 
to attend one day as an observer or a special reviewer. This visit 
provides the new member with an opportunity to learn about the 

review procedures first-hand before active participation at the 
October-November meeting. 

G. PROCEDURE FOR NOMINATING THE CHAIRPERSON 


The Chairperson of a study section is usually selected from the 
present membership. Occasionally a former study section member may 
be appointed. If selected from the present membership, the members 
usually serve as Chairperson for the remainder of their term, e.g., 
1 or 2 years (Figure 12). 

The Executive Secretary nominates a Chairperson at least 6 months 
before the expiration of the term of the present Chairperson by 
sending a memorandum and a Request for Approval Form to the CMO 
through the appropriate Section Chief. A nomination memorandum is 
prepared by the CMO for the signature of the Director, DRG, and sent 
to the Director, NIH, for approval. When the nomination is approved 
by the Director, NIH, the CMO prepares an invitation letter for 
signature of the Director, DRG. 

When Chairpersons accept by returning an acceptance form to the CMO, 
they are awarded a Scientific Review and Evaluation Award, handled 
through the Federal Credit Union. This award is used to pay for 
travel, consultants' fees, and per diem of the study section members 
during project site visits and regular study section meetings; 
meeting rooms; and special expenses incurred in connection with 


17 



conferences and workshops. The management of this award is the 
responsibility of the Chairperson and the Executive Secretary. 

H. LIAISON OBSERVERS FROM NIH INSTITUTES 

The study section staff and the appropriate Institute staff share 
the responsibil ity for seeing that the scientific merit review and 
subsequent decision on funding of an application are handled in an 
equitable and professional manner. The relationship should, 
therefore, be a cooperative one with each freely consulting the 
other to seek advice about or resolve any conflicts over an issue. 

The Grants Assistant's responsibilities include: 

@ notifying the Institute staff of changes in application 
status before the study section meeting; 

« tracking and sending to the Institute all correspondence and 
additional materials received from applicants; 

o sending to the Institute, in a timely manner, a copy of the 
complete summary statement for each application after the 
study section meeting; and 

@ notifying the Institute of the time and place of site 
visits. 

A staff member from the Institute served by the study section 
usually attends the study section meeting to observe the discussions 
of the study section and to act as a source of information on 
Institute policies and programs. 

I. OBSERVERS FROM OTHER GOVERNMENT DEPARTMENTS AND AGENCIES 


Certain Government departments and agencies, such as the Department 
of Defense (Air Force, Army, Navy), Veterans Administration, and 
Food and Drug Administration, may wish to send observers to study 
sections. After first receiving permission from the Executive 
Secretary, each department or agency may send one observer per study 
section. These observers do not participate in the meeting or 
review applications. 

J. SPECIAL REVIEWERS 


Ad hoc individuals may serve as special reviewers at meetings of 
chartered study sections. They are valuable resources to the study 
section, supplementing the capabilities of the membership by 
providing special expertise in required areas. These special 
reviewers may provide written and oral opinions and discuss the 
merits of any items under consideration, but may not vote on the 
actions and recommendations developed by the study section nor 
record ratings, scores, or rankings concerning applications, 
proposals, or projects. If these reviewers are members of the NIH 
Reviewers Reserve, they may vote on study section actions and 
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recommendations, and record ratings, scores and rankings. If 
special reviewers are needed, the Executive Secretary checks with 
the listing of NIH study section members held in the CMO for 
possible candidates . 

K. ANNUAL STUDY SECTION POSTERS 


Reference copies of chartered study section rosters should be 
maintained in the study section office at all times. All rosters of 
chartered study sections are published semiannually in NIH Public 
Advisory Groups: Authority, Structure, Function, Members . 

L. COMPETENCY ROSTERS 


The Grants Assistant compiles a study section competency roster 
(Figure 13) each August and submits a copy to the CMO, DRG. The 
members are listed alphabetically as they appear on the study 
section roster; next to each name are the year their term ends and 
area of competence, with descriptive titles rather than sentences. 
The special competencies of members of review groups are listed in 
the Competency Rosters of NIH Initial Review Groups which is issued 
annually by the Referral and Review Branch, DRG. Reference copies 
should be maintained in the study section office. 
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(Sample DRG Nomination Memo) FIGURE! 7 

NOMINATION MEMO - Division of Research Grants 

TO: (1) Committee Management Officer, DRG 

FROM: Frank James, Ph.D. ___ 

SUBJECT: (1) NOMINATION (S) Medical Research STUDY SECTION/COMMITTEE 

*(2) NOTICE OF PENDING NOKINATION(S) TO DRG INITIAL REVIEW GROUP 

NAME, DECREE, TITLE, 

DEPARTMENT, SCHOOL, INSTITUTION & 

LOCATION TERM SPECIALTY 


REVISED 6/gn 
DATE: July 15, 1986 

EXECUTIVE SECRETARY 


BROWN, Carol J., M.D. 
Associate Professor 
Department of Pediatrics 
Medical School 
Emory University 
Atlanta, GA 30303 


COLE, John B., Ph.D. 

Assistant Professor 
Department of Medicine 
Medical College of Wisconsin 
Milwaukee, WI 53226 

SMITH, John A., Ph.D. Immediately Pediatric cardiology, 

Associate Professor to hypertension 

Department of Medicine 6/30/89 

Medical School 

University of Michigan 

Ann Arbor, MI 48109 


7/1/86-6/30/90 Neuropsychology 


7/1/86-6/30/90 Cardiology/Physiology 


REPLACEMENT (S) FOR: Retiring members: Frank Lowe, William Smithy 

Resignation: Elbert Maxwell 


ATTACHMENTS: CVs and publications for all candidates 





FIGURE 7 a 


REQUEST FOR APPROVAL OF NOMINEE FOR 
NIH PUBLIC W5V1SQRY COWITTEE 
Funded by Scientific Review snd Evaluation 


regular member 


littee: Epidemiology & Disease Contiol 

Study Section (Subcommittee I) 


nee : MELTON, Lee Joseph M.D. 

(last, first, middle, prof, degrees 

<*: Associate Professor of Epidemiology 


Proposed Term: 7/1/85 6/30/89 


Current Terra: ___ 

D Initial 

Designation 


( ) Redeslgnatlcm 


{ x ) Regular Member C~) Lxterislon 

• O Cha1r 


Home Address 


* of Birth: Pensacola, Florida 


^ -us of Birth: 


5/17/44 


Irlng Mender: Raymond Neutra 
lal Qualifications of Nominee: 


Termination Date: 6/30/85 


Dr. Melton is an expert in epidemiology of osteporosls and fractures; diabetes; 
breast cancer: and endocrine disorders. 


rent and Previous HhC ConmUtee Membership and Terms: 



GURE 8 


G OF WAIVER REQUESTS 

occurrences Approvals Authority/Pollcy 

Deputy Director, NIH NIH policy 
Deputy Director, NIH NIH policy 


ep . Di if . , 

,IH/DC''® > " Director, SAC Department 

regulation 

Director, SAC Department 

policy 


n ii 


II 


T I 


M It 


ft 


It 


Excessive service (8 years 
or more in the last 
12 years) 

DRG ONLY 


u 


II 


tl 


It 


II 


Nominating a candidate 

from the same institution 

as a retiring member Section Chief, DRG DRG policy 

More than one Federal member 11 11 n 11 


^Membership exceeding 15% from Massachusetts, New York, California and Texas* 


DRG/CMO 
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FIGURE 7 3 


REQUEST FOR APPROVAL OF NOMINEE FOR 
NIH PUBLIC ADVISORY COWITTEE 
Funded by- Scientific Review and Evaluation Awards 


REGULAR MEMBER 


unittee: Epidemiology & Dise ase Control 

Study Section (Subcommittee I) 


H inee ' MELTON, Lee Joseph M.D. 

Oast, first, middle, prof, degrees) 

tie: Associate Professor of Epidemiology 


dress: 


Proposed Term: 7/1 ^ 85 ~ 6/30/89 

Current Term: ____________ 

P*") Initial (23 Redes fg nation 

Designation 

( x ) Regular Member ( ) Extension 

O Cha1r 

-< -J 

Home Address 


ic* of Birth: 


Pensacola, Florida 


At ^ of Birth: 


tiring Member: Raymond Neutra Termination Data: 

ecial Qualifications of Nominee: 


5/17/44 


6/30/85 


Dr. Melton Is an expert in epidemiology of osteporosis and fractures; diabetes; 
breast cancer; and endocrine disorders. 


rrent and Previous HHS Committee Membership and Terms: 


mgrragg 


te Oirector, BID 


Ee Comnittee Management Date Oirector, NIH 

Officer, NIH 

1/010 08/01/84 lk 

i Test Form 8/84 


FIGURE 8 


ROUTING OF WAIVER REQUESTS 


Type of Waiver 

Concurrences 

Approvals Authority/Policy 

Lack of a female and/or 
a minority 

- 

Deputy Director, NIH 

NIH policy 

Excessive membership from 
a single State* 


Deputy Director, NIH 

NIH policy 

Lack of a year f s lapse 
between service on 
two committees* 

Dep. Ddtf.j 
NIH/DClJp . 

Director, SAC 

Department 

regulation 

Service on two committees 
concurrently 

n n 

Director, SAC 

Department 

policy 


Two members from the 
same institution 


Unbroken service 
exceeding 4 years 

Excessive service (8 years 
or more in the last 
12 years) 

DRG ONLY 


Nominating a candidate 

from the same institution 

as a retiring member Section Chief, DRG DRG policy 

More than one Federal member M 11 n M 


^Membership exceeding 15% from Massachusetts, New York, California and Texas, 


DRG/CMO 
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FIGURE 8 (cont.) 
IDENTIFICATION OF RAGE AND 

NATIONAL ORIGIN CATEGORIES 


American Indian or Alaskan Native : A person having origins in 
any of the original peoples of North America, and who maintains 
cultural identification through tribal affiliation or community 
recognition . 


Asian or Pacific Islander : A person having origins in any of 
the original peoples of the Far East, Southeast Asia, the 
Indian subcontinent, or the Pacific Islands. This area 
includes, for example, China, Japan, Korea, the Philippine 
Islands and Samoa, 


Black, not of Hispanic Origin : A person having origins in any 
of the black racial groups of Africa. Does not include persons of 
Mexican, Puerto Rican, Cuban, Central or South American, or other 
Spanish cultures or origins (see Hispanic) . 


Hispanic : A person of Mexican, Puerto Rican, Cuban, Central 

or South American, or other Spanish cultures or origins. 

This includes Spain. Does not include persons of Portuguese 
culture or origin. 


White, not of Hispanic Origin : -A person having origins in any 
of the original peoples of Europe, North Africa, or the Middle East. 
Does not include persons of Mexican, Puerto Rican, Cuban, Central or 
South American, or other Spanish cultures or origins (see Hispanic). 
Also includes persons not Included in other categories. 


Source: Federal Personnel Manual 

No. 298-10 
- SF 181 


CMO/NIH 

5/20/87 
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LETTER or INVITATION 


FIGURE 10 

DEPARTMENT OF HEALTH & HLMVN SERMCES 


National Institutes of Health 
Bethesda, Maryland 20125 
Building V*esc*QOU 
Room : 450 

(301)496- 7211 


February 13, 1986 


Richard R. Streiff, M.D* 

Medical Service 

Veterans Administration Hospital 
Gainesville, FL 32602 

Dear Dr* Streiff: 


On behalf of the Director, National Institutes of Health (N1H) , it is my 
pleasure to invite you to serve as a member of the Nutrition Study 
Section, Division of Research Grants, for the term beginning July 1, 
1986, and ending June 30, 1990* As I am sure you know, membership on a 
study section represents a major commitment of professional time and 
energy as well as a unique opportunity to contribute to the national 
biomedical research effort. Study sections review grant applications 
submitted to the NIH, make recommendations on these applications to the 
appropriate NIH national advisory council or board, and survey the 
status of research in their fields of science. These functions are of 
great value to medical and allied research in this country. 


You have been nominated because of your d**- ated competence and 
achievement in your scientific dis c*' * ’enced by the quality of 

your research accomplishmenr * - scientific journals, and 

other significant sd^ ^ , achievements and honors. 

Service on a stud ^ requires mature judgment and objectivity 

as well as the ab - work effectively in a group, qualities we 

believe you will b*.xng to this important task. 


Study sections usually meet three times a year i fa Bethesda, Maryland, 
for one or more days each time. Members receive $100 per day for time 
spent at meetings or on site visits. In addition, members are allowed 
travel expenses and per diem while serving away from their places of 
residence. The per diem rate is determined by the location at which 
service is performed; the general rate is up to $75 per day for actual 
expenses incurred* For Federal government employees, the $100 per day 
honorarium is not allowable. 


Dr. Nathan Watzman, Acting Executive Secretary* 
Section, before you decide whether or not to 
(301-496-7178). He will elaborate on the nature 
. would be expected to make, the satisfactions you 
the study section in detail, and answer any 
ave about compensation, work load, procedures and 
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Page 2 - Dr. Streiff 


Enclosed is an Administrative Fact Sheet which provides general details 
of membership and describes the forms you are asked to complete, A 
self-addressed envelope is also enclosed for your convenience in 
returning the forms. 

We hope you will accept this invitation; we would welcome your 
contributions to the review process. 

Sincerely yours, 


Jerome G. Green, M.D. 
Director 

Division of Research Grants 


Enclosures 

cc: Dr. Watzman 
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FIGURE ll cONriKiunoi; letter 

DEPARTMENT OF HEALTH * HL'MA.N SERI ICES 


Putl.c Health Service 


February 14, 1986 


National Institutes of Heal! 
Bethesda, Maryland 2020: 
Building : Westwood 
Room : 45 3 
(301) 496- 75 34 


Pak Hoo Chan , Ph , D . 
Department of Neurology 
University of California 
San Francisco, CA 94143 

Dear Dr. Chan: 


Thank you for completing and returning the forms indicating your 
interest in serving on the Neurology A Study Section of the Division of 
Research Grants. We are delighted that you have agreed to participate 
in the important work of the National Institutes of Health (NIH) , 

Dr* Katherine Woodbury, the Executive Secretary of that study section, 
will provide you with additional information concerning your service. 
For your convenience, we are enclosing a copy of a roster of study 
section members. 


Form HHS-474, "Confidential Statement of Employment and Financial 
Interest," which you provided, has been reviewed and no actual or 
apparent conflict of interest was identified t would prevent you from 
serving on the Neurology A Study Seer-'- ctQft* ular matters might 
arise, however, at study sect" 4 ' Heu. ^,.ir 


present a conflict of J 


visits, that could 
.warily your responsibility to 

evaluate actual o <$&¥> ^ct of interest situations. Please 

read carefully thu ..viev Regulations sent to you previously. 

Whenever your participation in deliberations on a project, program, 
product, or other particular matter would or might appear to constitute 
a conflict of interest or create the appearance of one, it is incumbent 
upon you to inform the Executive Secretary, 


The Committee Management Office is responsible for ensuring that 
regulations concerning financial disclosures are followed, for providing 
information about advisory committees, and for checking that the 
biographical and other information you provide the NIH is complete. If 
you have any questions about these issues, please call me collect on 
(301) 496-7534* However, if you need additional information about 
review procedures or related matters, please call Dr, Woodbury collect 
at (301) 496-7095. 

Sincerely yours, 

L p/- 

Mary H. Shook 

Committee Management Officer 

Division of Research Grants 

Enclosure 


cc : Dr. Woodbury 
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FIGURE 12 


CHAIRPERSON 


REQUEST FOR APPROVAL OF NOMINEE FOR 
NIH PUBLIC ADVISORY COWITTEE 
Funded by. Scientific Review and Evaluation Awards 


Committee: Physiological Chemistry 


Horn Inee : donelson, John e,, Ph.D. 

(last, first, middle, prof, degrees) 

Title: Professor 

Address: 


Proposed Term: 7/1/85 - 6 / 30/86 

Current Term: 9/14/82 - 6 / 30/86 

D Initial (“““) Redeslgnatic 

Designation 

Q Regular Member C”") Exteris Iran 
(T) Chair 

Home Address 


Place of -Birth: °& den - lowa trth: 5/23/43 

^ a 5l° 

Retiring Member: Don Carlson Termination Date: 6/30/85 

Special Qualifications of Nofc ,<s: 

Dr. Donelson is an expert in gene expression and cloning. He has been a conscientious 
member of the Physiological Chemistry Study Section, showing himself to be knowledges!: 
judicious, and an interactive member of the consensus process. 


Current and Previous HFE Committee Membership and Terms: 


STSTOgET 


Date Director, 6 ID 


Date C onm i tie e Tiana gemenT 

Officer, NIH 


Date Erector, filh 


NIH/CMO 08/01/84 
NIH Test Form 8/84 
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FIGURE H COMPETENCY ROSTER 


ORTHOPEDICS AND MUSCULO SKELETAL STUDY SECTION 
MEMBERS AREA C? COMPETENCE 


CHAIRPERSON 

Lane, Joseph M. , M.D. (86) 

Prof esso r 

Department of Orthopedic Surgery 
The Hospital for Special Surgery 
New York, NY 10021 


Orthcoedic surgery; 
biochemistry of bone and 
cartilage; metabolic bone 
diseases; bone tumors; 
fracture biology 


Andriacchi, Thomas, P., Ph.D. (88) 
Associate Professor 
Department of Orthopedic Surgery 
Rush-Presbyterian-S t . Luke's Med. Ctr. 
Chicago, IL 60612 


Biomedical engineering; 
biomechanics of joints and 
spine; gait analysis 


Canalis, Ernesto, M.D. (88) 

Associate Professor 
Department of Medicine 
Univ. of Connecticut Medical Cen* , ''~ 
Farmington, CT 06510 g 


EECB*'* 


Bone metabolism; endocrinology; 
collagen biochemistry; cell 
vt e; and growth factors 


Teiteltaum, Steven L., M.D. (87) 

Professor , xDepc. of Pathology 
Was hit Eton University 
The Jewish Hospital of St. Louis 
St. Louis, MO 63110 


Internal medicine; bone 
biochemistry and metabolism; 
hone pathology 


Appointment Pending 


(89) 


Bone metabolism and minerals 


Appointment Pending 


(89) 


Mechanical engineering; 
biomechanics; theoretical 
& applied 'mechanics; finite 
element analysis 





Chapter III 


STUDY SECTION MEETING ARRANGEMENTS 


Future study section meeting dates are decided on during a study section 
meeting. After the meeting, the Grants Assistant and Executive Secretary 
begin to make arrangements to secure adequate meeting space. The 
procedures and guidelines for these arrangements follow. 

A. DATES 


Study section meetings, which usually last several days, are held three 
times a year--in June, in October to November, and in February to March. 
Meeting dates are usually chosen by the study section members at least two 
meetings in advance. Meeting schedule listings for each meeting period 
(dates, times, and locations) are prepared by the Conference Coordinator, 
Office Services Section, Administrative Branch, Room 455, Westwood 
Building, and are available through an NIH computer listing on TSO. 
(Instructions are found in the User Resource Office.) 

B. LOCATIONS 


Study section meetings should be held in conference rooms in NIH buildings 
if available. (See Table 2 for such conference rooms, which are free.) 
Hotels close to the NIH campus should be used for overnight accommodations. 
If space is unavailable on the NIH campus, meeting rooms in hotels in 
Bethesda or elsewhere in the Washington metropolitan area may be used, 
preferably close to the NIH Campus. With prior approval, meeting rooms in 
hotels in other cities may be utilized. 

NIH conference rooms are reserved through a central coordinator. (See 
Section C~l.) Reservations for Uniformed Services University conference 
rooms are made through Dr, Redington (295-3303), and for the Lister Hill 
Center conference rooms through Ms. Linda Sheets (496-5389). To reserve a 
DHHS conference room in the Washington, D.C. facilities, call 245-7621. 

When meetings are held in the C Wing of Building 31, the Conference 
Services Section (496-6161) can provide phone and reception services, 
arrange for coffee breaks, and supply certain materials. No services are 
available on Saturdays and Sundays in Bldg. 31, and no such services are 
available for other NIH building conference rooms. 

Parking arrangements on the NIH reservation should be requested a month 
before the meeting by calling the Conference Services Section for parking 
permits for study section members. Space will probably be assigned in the 
31 C lot of Building 31. After parking permits are received, they should be 
sent to the appropriate individuals. Staff may park in areas that are not 
designated for visitors or carpools. An NIH map indicating these parking 
areas is on the back cover of the NIH Telephone Directory. 
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c. CONFERENCE ROOM REQ UESTS 

1 . Reque st s for NT H Conference Rooms 

As soon as moetinq dates are firm, the Grants Assistant should call t\ 
Mill Coni oronco Space Coordinator, Dot Mudrick (496-6260) to request 
meeting room. Be sure to identify the organization as a DRG stuc 
section, Because Hie priority time for study sections will t 
maintained. If space is available, the Grants Assistant must fill ol 
Form NIH 827, Request for Conference Room (Figure 14). This form i 
then submitted to Conference Services, Building 31, Room 6C17. A cop 
is kept for study section records. 


2. Requests for Non-NIH Conference Rooms in the Washington Metropolitan 
Area 


The Grants Assistant requests approval for an off-reservation meetir 
room by sending a memorandum, in duplicate, to the Deputy Chief fc 
Review, RRB, through the Conference Coordinator, DRG, Westwoc 
Building, Room 455. The brief memorandum should include the date, tt 

proposed hotel , and the charge for guest rooms and conference room' 

The Grants Assistant then completes Part 2 of Form NIH 201’ 
Notification of Extramural Meeting (Figure 15), files the last copy c 
the completed form, and forwards the other copies, along with tf 
memorandum, to the Conference Coordinator, DRG. 

This request must be submitted according to the Scheduling f< 
Submitting Form 2011 (Figure 16), but may be requested a year 
advance if the dates are firm. Confirmation on future requests may I 
delayed somewhat by the NIH, since reservations for the current roui 

of meetings are handled first. As always, the unavailability of N 

conference space must be verified before approval is given fi 
off-campus meetings. 

3. Requests for Conference Rooms at Out-of-Town Sites 

Requests for conference rooms at out-of-town meetings must be submitt' 

well in advance of the meeting date. (Currently, a lead time of aboi 
9 months is required.) Deadlines for submitting requests are announo 
periodically by memoranda. Out-of-town meetings must be approved by 
special RRB committee and are dependent on available funds. T 

request should be made by sending an original and nine copies of 
memorandum through the appropriate Section Chief to the Deputy Chi' 

for Review, RRB. In addition to the specific justifications, t 
memorandum should include a list of the members of the study sectr 
and a comparison of the cost of the proposed out-of-town meeting wi 
the cost at the NIH (Figure 17 and 18). During an out-of-town meet In- 
the Grants Assistant is expected to be present to perform the sai 
tasks as for a meeting held at the NIH. Regular per diem and trav. 
expenses are provided. 
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The principal justification for holding an out-of-town study sect 
meeting is that it will be held in conjunction with a natior 
scientific meeting attended by a majority of study section members 
in connection with a study section sponsored workshop for which the 
is a valid reason for having an out-of-town location. 

As soon as possible after approval has been received and an out-of-tc 
conference room reserved, the Grants Assistant completes Part 2 of Ft 
NIH 2011 (Figure 15), files the last copy of the completed form, c 
forwards the other copies to the Conference Coordinator, DRG. 1 

Grants Assistant includes the name and location of the hotel, the na 
and number of the meeting room, and a telephone number at which perse 
attending the meeting can be reached . 

Five copies of the agenda and five copies of the roster should be se 
to the Conference Services, Building 31, Room 6C17, no matter where 
meeting is held. If meeting dates or location change prior to 1 
meeting, the Conference Coordinator must be notified by memo as soon 
possible. 

4. Requests for Telephone Conference Calls 

Telephone conference calls can be arranged through the NIH operator 
through a conference call organization such as Americ 

Teleconferencing Services, Ltd., (913) 661-0700. Upon request, tl 
company will send all the information needed to set up a telephc 
conference call. For each telephone conference call, a memoranc 
(Figure 19) must be completed by the Grants Assistant and approved 
the appropriate Section Chief, who forwards it to the Budget Offic 
DRG. 

In addition to the' normal correspondence and review materials, 1 
Grants Assistant should send the Consultant Claim Form (Figure 2C 
Reviewers are entitled to receive a $100 consultant fee 1 

participating in the conference call review. This fee will 

increased in the near future to $150. 

5. Rooming Lists for Hotels 

No later than 2 weeks prior to a study section meeting, the Grar 

Assistant should send to the hotel a list of members and spec- 

reviewers for whom rooms have been reserved. Prior to this act i c 
each member or special reviewer should be notified of the reservat 
(hotel name, address, and telephone number) and. the hotel's It 
arrival policy. In addition, they should be advised that they < 
responsible for guaranteeing their rooms and making any change 
reservations, such as changing from a single room to a double room 
canceling. 

D. CONFERENCE ROOM ARRANGEMENTS FOR MEETING HELD AWAY FROM NIH 


For meetings held away from NIH, the Grants Assistant, with the concurre 
of the Executive Secretary, makes the arrangements for a suita 
conference room in a selected hotel. In most cases, the Grants Assist 
signs a contract with that hotel. Permission to use such rooms must 
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requested by memorandum to the Deputy Chief for Review, RRB, in which the 
place and date of the proposed meeting and the cost of the conference rooms 
are listed. For unfamiliar meeting rooms, advance scrutiny is recommended 
to ensure pleasant surroundings, good ventilation, adequate space, proper 
lighting, and the absence of intrusive noise. Since most hotels charge for 
conference rooms, the most reasonable room of suitable size should be 
chosen. Occasionally a hotel will provide a conference room free of charge 
with the guarantee of a block of guest rooms. The conference room should 
have tables large enough for the expected number of study section members, 
the Executive Secretary, and the Grants Assistant, and should have 
sufficient additional seating for observers. 

E. STUDY SECTION CONFERENCES AND WORKSHOPS 


Study section conferences, workshops, or subcommittee meetings must receive 
prior approval by a special RRB committee, and must be held in conjunction 
with a study section or professional society meeting. A request is made by 
sending an original and nine copies of a memorandum through the appropriate 
Section Chief to the Deputy Chief for Review, RRBT WFen possible, an 
Executive Secretary should notify the appropriate Section Chief about a 
workshop in its early planning stage and prior to the submission of any 
formal request (Figure 21). 

The requesting memorandum should include the following information: 

® Specific objectives of the activity; 
a Proposed location and dates ; 

« Plans for publication of the results; and 

9 Budget breakdown (exclusive of the study section meeting), including 
charges to DRG "operating funds, such as travel and per diem for 
Government employees; charges to the Scientific Review and Evaluation 
Award, including names and location of participating non-study 
section consultants; consultant costs; incidental charges, such as 
rental of conference space and equipment; and, when indicated, a cost 
comparison between an out-of-town location and Bethesda. (See 
Figures 18 and 22. ) 

Institutes with programmatic interests in a workshop should be informed of 
preliminary plans to determine if joint sponsorship and cost sharing are 
feasible. In certain circumstances, a study section can support a 
conference jointly with another organization or study section, but 
permission must first be obtained from the appropriate Section Chief. 

Workshop requests are reviewed according to the importance of the topic to 
the progress of science and the mission of the NIH and are judged against 
available funds and other workshop requests. 

Workshops can last no more than 2 days and involve only members of the 
sponsoring study section, no more than 10 speakers or Chairpersons who are 
not members of the sponsoring study section, and relevant NIH extramural 
staff. Consultant fees, travel, and other standard expenses are allowed 
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for non-Federal employees who participate as chairpersons or speakers in 
such workshops. Non-Federal employees who attend but do not participate in 
these workshops may receive travel and per diem reimbursement but not 
consultant fees. 

After the planning is approved, the Executive Secretary is responsible for 
keeping adequate records about workshops and conferences. A short report 
on the workshop or conference should be submitted to the Office of the 
Assistant Chief for Special Projects, DRG, as soon as the arrangements for 
the event have been confirmed. The report is entered into the NIH 
Conference Module file, formerly published as the Schedule of NIH 
Conferences. The format for the report is provided in the 
Pre-Workshop/Conference Report (Figure ?3). A summary of the outcome of 
the conference is no longer required. If a formal publication results, a 
copy is to be given to the Section Chief and the Chief, RRB. Copies of 
significant documents relating to workshops or conferences, such as 
agendas, programs, special subcommittee reports, recommendations to 
specific organizations, and books published under study section auspices, 
should be retained in study section files. The office of the Chief, RRB, 
DRG, should be kept fully informed about all such activities. 

Since dates of conferences, meetings, workshops, and subcommittee meetings 
are published in the Federal Register, the Grants Assistant should report 
any changes of place or date to the CMO as soon as possible. 
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TABLE 2 


NO CHARGE CONFERENCE ROOMS 


Room Capacity 

Location 


Phone Number 

Number 





for Services 

2 

36 

Building 31, 

A Wing, 

1st Floor 

496-6161 

3 

55 

M 

it 

m 

ft 

A 

75 

IT 

ii 

ti 

11 

6 

130 

Building 31, 

C Wing, 

6th Floor 

ft 

7 

52 

M 

ii 

ii 

ff 

8 

52 

M 

it 

11 

II 

9 

52 

M 

ir 

tl 

II 

10 

120 

M 

ir 

It 

tl 

Wilson Hall 

150 

Building 1 



If 

B 1 1 9 

30 

Federal Building 


M 

A 

56 

Landow Building, 1st 

Floor 

11 

B 

12 

IT 

ft 


II 

C 

12 

If 

it 


11 

E 

36 

tl 

IT 


tl 

Med. Board Rm. 

35 

Clinical Center 


496-3475 

A-2011 

20 

Uniformed Services University 

295-3301 



(multidiscipline labs) 


A-2015 

20 

It 

11 

ii 

tt 

A-2053 

30 

!1 

tl 

m 

II 

A-2054 

35 

It 

If 

it 

ft 

Lecture Rm. A 

54 

ft 

H 

it 

If 

Lecture Rm. B 

58 

IT 

II 

h 

M 

Lecture Rm. C 

120 

11 

ft 

tt 

Tt 

•MAC Classroom 

60 

Lister Hill 

Center 


496-5389 


^Uniformed Services University facilities should not be used if an 
application from that institution is to be reviewed. 


FIGURE 14 


ADMINISTRATIVE SERVICES BRANCH 
ECHNICAL SERVICES 496-G260 

FOR COMFEREWCE ROOM! 


cal RESPONSIBLE FOR CONFERENCE 


Complete this form and send the first four copies to: 
Reservation Clerk, Building 31, Room 6C17. 

Please include a list of conference participants. 


PHONE NO 


DATE OF REQUEST 



NFERENCE ROOM MO 


IE CONFERENCE 


JPPLIES NEEDED 


CHECK DAY(S) OF THE WEEK 

□ mon Dtues Owed Dthurs 0 fri 

I □ SAT □ SUN 


STARTING TIME 
ON THE FIRST DAY 


ENDING TIME 
ON THE LAST DAY 


AUDIO VISUAL SERVICES REQUIRED 


ds & pencils around conference table 
ds & pencils on side table 
ime plate holders (blocks) 
ivel & block 

lephone for desk outside conference room 

ime tag racks 

x>r stand for council sign 

Hosed session” sign 

sglstratlon sheets 

irdboard boxes for trash & returning material 
ik times: AM PM 

ermits call the Parking Ottice on 496-6851 ) 


I Tape record meeting 

Sound system required 

Electric pointer 

2x2 (Carousel) slide projector (35 mm) 

_____ CCTV playback 

CCTV - overflow (explain below) 

Videotaping (for Information, call 496-4700) 

Transparency - overhead projector 

16 mm projector 

SIGNATURE OF CONFERENCE SPONSOR 



1/87) Use prescribed by NIH Mar lal 1363 
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FIGURE 15 
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FIGURE 16 



DEPART M EM OF HEALTH & HUMAN SERVICES 


Public Health Service 
National Institutes of Healtl 


Memorandum 


late November 6 , 1986 

rom Deputy Chie£._for Review, RRB , DRG 
iubiect Study Section Meeting Dates 
Fo AIL Executive Secretaries and Grants Technical Assistants, RRB , DRG 




host: 






Notices of Federal Advisory Committee meetings must now be published in 
The Federal Register 60 days prior to the date of the particular meeting. 
Since our study sections meet over a four-week period each round, Mary Shook, 
DRG, CMO, must have the dates in sufficient time to submit all the dates at 
one time. Therefore, each office must meet the following schedules for 
submission of form 2011 (Notification of Extramural Meeting) to Judy Wright, 
Administrative Branch, Room 455. 


Meeting 

F ebruary /March 
June 

October /November 

For Manpower Study Sections: 

January 

May 

September 


Final Submission Date 


November 1 
February 20 
June 15 


October 1 
February 1 
June 1 


Thank you for your cooperation. 



Irving Simos , Ph .D . 
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FIGURE 17 


COST COMPARISON FOR CUT-OF-TOStl KEETB83 REQUESTS 


y 


(H&mi ot study section)- (Dacca ot ©aoclnfi) 



COSTS. 

(Proposed location /or mooting) 

Hothead* 1 Proooied 

|jQJB 

SEC 

Funds 

DRG 

Funds 

s:g2>' 

“ ird % 

Travel eases: & 

ftao.l Study Seetlpn consultants 

(Wo.) Other consultants 









fflo . ) Staff 

Subtets). 









for diem costs: ^ 

ftan.) Study Sec * consultant© for (ao<) „^ fl y a 





(Ho*) Othag consultant for (no.) days 

(Ho*) Staff for (nOc) n imi daya 









Subtotal 





Other ^oses (iteaise): | 




















Subtotal 





Total ._ 



■ 

u 




mtAMfi TOTAL. DUG and SEC fundi ■ - 

p ■ %m, 

% 

■i 



If workshop Is included In proposal, show east fa® 
fltudv Section Meat In® onljri 



i 



V Please attach Heater ®£ 

2/ Us* drllM guide fa® travel easts and ®dd P®*“ 

3/ Case to bo paid fraa Selentlfit Eveluatte® (Chatnaaa's) Cta«t 

R«V. 8/83 
RRB/DR8 
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FIGURE 18 



Oat« 

From 

thru; 

Subfoct 

To 


OUT-OF-TOWN MEET INC /WORKSHOP REQUEST MEMO 


depart.mentof health & human services 


Hearth Service 
National institutes o 1 Hearth 


Memorandum 


Executive Secretary, 
Chief, 


Study Section 
Review Section, RRB 


Proposed Workshop and Study Section Meeting, February 158 


Deputy Chief for Review, RRB 


Investigation of the role of metals in biologically important molecules 
has Increased at a rapidly changing rata in the last ten years and re- 
presents an important interface between Inorganic chemistry and bio- 
chemistry. In 1975 a workshop was sponsored by NH and NS? to enhance 
the interactions between inorganic chemists, many of whoa investigated 
well-defined model compounds of potential biological interest, and bio- 
chemists, using as material for investigation more complex compounds 
derived from livipg systems. The success of the endeavor can be easily 
measured by che increased numbers of collaborative approaches between 
inorganic and biochemists, che broader experimental approaches used by 
invesclgacors trained in each Individual discipline, and finally, the 
training of new investigators who are clearly inorganic biochemists. 

The proposed program (enclosed) for the 1964 Gordon Conference, Metals 
in Biology, typifies che contemporary breadth of research in inorganic 
biochemistry. 

The next logical stage of growth is at che interface of inorganic bio- 
chemistry and medicine. Several notable examples already exist, such 
as the construction and use of els (NHO-^PtCl? and bleomycin in the 
treatment of malignancies. (Bleomycin Is an antitumor antibiotic whose 
biological activity is believed to be due, at least in part, to its 
interactions with and degradation of DMA which is mediated by metal ions 
and oxygen.) However, the potential is much greater and the time is now 
appropriate to provide an opportunity for beslc scientists to become 
mors aware of the medical implications of chair research and for physicians 
to become mors aware of the relevance of research in inorganic biochemistry 
to their concerns. 

Accordingly, s workshop, "Metals in Medicine, " is proposed, covering topics 
NOT cohered in che Gordon Conference. 

weals are know to be important In biological 
"onveraeclon to occur about such mseals at the in- 
—4 medicine, the research in each area needs to 
orcunately, at this time such is not the esse 
jiology. Accordingly, subjects for che proposed 
for the efficacy of providing information that 
both groupe expected to participate. 
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FIGURE 18 (cont) 


Many of the basic scientists who can benefit from eh® proposed workshop 
will act and the Gordon Conference on, "Metals in Biology'' in Sanea 
Barbara, February 6-10, 1984. Accordingly,® it is proposed to schedule 
the workshop itsaediataly following eh® Gordon Conference on February 10-1. 
1904. The workshop will be advertised in coordination with the Gordon 
Conference and to physicians and basic scientists in ehe California ares. 

It is clear that the somber® of the Study Section you. 

benefit greatly from such an opportunity since the subject of the worksho! 
coincides precisely with eh® subject of a large fraction of the grants 
reviewed . Soma of the Study Section members will also participate in the 
Gordon Conference. It therefore would be appropriate to schedule the 
February Study Section seating immediately following the proposed workshop 
Approximately 50-75 attendees in the proposed workshop can be expected. 
They will pay ehair own cost®. 

The proposed format of th@ workshop 1® the presentation of lectures In 
which each speaker will address eh® pathology of abnormal metal metabo- 
lism and/or th© therapeutic us® of aacal complexes related to Inorganic 
biochemistry. Relevant pathological conditions are exemplified by oseao- 
porosis (calcium), hamachromtasi®, and thalassemia (iron), Henkes' end 
Wilson's Disease® (copper), acrodermatitis enteropathies (sine), and 
Alzheimer's Disease (aluminm) . Discussion between the participants end 
a panel formed by the speakers will follow. A lively and Informal Inter- 
change Is anticipated because of th® ambience established at the Gordon 
Conference on the preceding day®. 

Six speakers, all considered to be authorities in the field, have enthusi- 
astically accepted tentative Invitations to participate in the workshop. 
Th© speakers and title® of their talk® are as follow®: 

Fh.D., Madison, WT: Calcium, Vitamin D, and Bone Disease 

M.D., Now York, NY: Chemical Pathology of Iron Deficiency and 

Iron Overload 

Fh.D., Toronto, Ontario: Copper Handling in Human Disease 

M.D. , Cambridge , MA: Human Biology, Biochemistry, and 

Pathology of Zinc 

M.D., Lexington, KY: Aluminum and Other Trace Metals in 

the Brain and in Alzheimer's Disease 

Fh.D., Baltimore, MD: Cadmium Toxicity in Humans 

Fh.D. , Raleigh, NC, a member of th® Study Section has 
agreed to chair the workshop. Other members of th© Study Section have 
agreed to participate as discussant®. Three current members of the 
Study Section are Included in the proposed program for the Gordon Con- 
ference, as are at least four forms Study Sac t ion members, which 
emphasizes the relevance of th® Gordon Conference and the workshop to the 
interests of the Study Section. Furthermore, leading scientists from 
all over the world attending the Gordon Conference would have the 
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FIGURE 18 (cont) 


opportunity to participate in the workshop and could present significant 
new information in the area of metals in medicine. 

The estimated cost of holding the workshop and February 1984 Study 
Section meeting in Santa Barbara is virtually the sm& as having both 
activities in Betheada. A cost comparison is attached. The total 
expense to the Chairman's Grant is estimated to be approximately $19*089 
for both. The AM Institute has expressed aa Interest to participate la 
the workshop. Approval of this proposal is respectfully requested. 

Proceedings of the workshop will be published providing funds are available 


Enclosures 
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FIGURE 19 


REim’RSEMEirr FOR TELEPHONE CONFERENCE CALL REVIEV '•UNO 


DEPARTMENT OF HEALTH fc-HU man services 


3 ublic Health Service 
National Institutes of u ea* 


Memorandun 


Executive Secretary, 

Study Section, DRG 

Reimbursement for Telephone Conference Call Review 
Chief, Review Section 

Budget Office, DRG 

The roster attached identifies the telephone conference. 

Date of Conference Call Review: ____________________ 

Principal Investigator (s) : 

Application Number(s) : _____________ ______________ 

Humber of consultants participating: __________________ 

Number of consultants participating by phone: 

Origin of phone call: 

Justification for conference call review: 


ATTACHMENT 
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nuuuE jo 


CONSULTANT CLATM FORM 


Department of Health and Human Services 

Public Health Service, National Institutes of Health 

Claim for Reimbursement of Travel Cost, Per Diem, and Consultant Fee 

DATE 

\ME OF CHAIRMAN 

STUDY SECTION, REVIEW GROUP, OR COMMITTEE 


ACES AND DATES OF ASSIGNMENT 


TTir 




‘ Ufa** #ai MflL 


Note* in cases of combined personal and official business during the same trip, 9how departure and return time that could 
have been followed for the sole purpose of this assignment. Take this into account In Itemizing expenses below. 


FT (City, date, hour) 


BURNED (City, date, hour) 


DATE OF MEETINGS) OR SITE VISIT(S) 


i Cost of transportation (receipts required). If mixed mode of travel, indirect routing or stopovers for personal 
reasons are involved, claim only cost of usual direct-route round trip fare. If travel Is by privately owned 
planfl J an air milA is Allnu/Arl; nr hy private auto. C a mile (not to exceed COSt bV common 

earner) will be allowed 

}eedometer Readings Amount of Advance (when applicable 9 

$ 

) Taxi or limousine used for official business, including up to 15% for tips. (Receipt not required.) 

$ 

) Other (Examples - Road and bridge tolls, parking, telegram and telephone calls for official business, 
conference room rentals.) Receipts required only on items costing $25 or more. Flight or other travel 

Insurance Is considered a personal expense and Is not reimbursable. 

identify claims* 

$ 

) TOTAL TRAVEL EXPENSES 




Lodging. Itemize each day’s lodging costs (including tax). This information is 
needed to determine the appropriate per diem allowance under the Standard 

Conus system, and the Per Diem Locality Rate method. (See reverse.) 

REMARKS: If unusual circumstances regarding an 
assignment affect your claim, explain here or on an 
attached page, 

AY 

DATE 

LODGING 

MEALS AND INCIDENTAL EXPENSES 

TOTAL 

t 


$ 

s 

$ 

d 





d_ 





h_ 





!L 








I certify that the above itemization reflects costs incurred for official business and that I provided consultant services 


>ME ADORESS 


ADDRESS (where check is to be mailed If other than home) 

>CIAL SECURITY NO. 

le Privacy Act statement on reverse) 

NAME (typed) 

SIGNATURE OF CONSULTANT 


I certify that the above Consultant is entitled to a consultant fee for 


days at $100 per day. 


Signature of Executive Secretary’ 


Standard Conus $ /Per Diem Locality Rate $ 

!$ 

Travel (from item D, above) “ 

! $ 

ADVANCE DEDUCTED (when applicable) 


totaj rn rp PAin — — . 

— - — — — 



$ 

♦audited by 

^Approved by 

[~~j Code 

\ inb-z(Hev 12/86) 









FICURE 20 (cont) 


Qwwal inatfucikHia i 

1 . Complete the form through the “Statement of Pomona! Services 1 ' section. Attach the rece*pta-to the original and aubmtt this form- in 
triplicate to the NIH office that requested your services for this assignment. Incomplete forms will be returned. 

2. Only a consultant fee can be offered In “local travel" situations Local travel Is defined as that within one's home city, when the one- 
way distance to duty point Is 75 miles or less. 

3. Claims for long-distance official business telephone charges should include the name of the person catted, as well as location. 

4. Cash purchase of transportation will be necessary if travel is by air. Economy flights should be used. 

5. If you provide services for some other organization during this same trip, the travel cost must be pro-rated between the two sponsors Ir 
whatever manner you determine is fair. In no case will more than usual round trip coach fare be reimbursed. 

6. Reimbursement for travel, per diem, and consultant fees will be by a single check. The fee portion should ba considered as Income anc 
so declared in your personal tax return. Income tax will not be withheld at the time of payment. 

Computing Per Diem 

1. Explanation of Per Diem Locality Rate 

a . The maximum rates range from $55-$126 depending upon the area. 

b Meals and incidental expenses will be flat rate of either $25 or $33 depending upon the area. Day of departure and return up to one 
half of daily allowance 

c Meals and incidental expenses will not be itemized. 

2. Explanation of Standard Conus Rate 

a. The rate not to exceed $50. Meals and incidental expenses will not be Itemized. 

b. Lodgings: Up to the maximum allowance of $25. 

c Meals and Incidental expenses : Up to the maximum allowance of $25. Day of departure and return up to one half of daily allowance, 

3. You must attach lodging and parking receipt to your voucher. 

4. If your lodging, meals, and incidental expenses for a day are less than the prescribed daily maximum, you will be reimbursed only the 
amount of your expenses for that day, If your lodging, meals, and incidental expenses for the day are more than the prescribed daily 
maximum, you will be reimbursed only the amount of the prescribed daily maximum for that day 

If you travel to separate locations dunng a single trip and some locations are "Per Diem Locality Rate" areas and some are "Standard 
Conus" localities, your reimbursement will be based on a combination of rates. 


Privacy Act Information 

We will retain your Social Security Number in a file associated with your name and address. This file is used In the accounting system ta 
produce and mail checks m settlement of our indebtedness to you and to report payments to the Internal Revenue Service, The furnishing 
of your Social Security Number Is required with the statements and other documents which must be filed with the Internal Revenue 
Service under Federal Tax Regulations (Title 26, Code of Federal Regulations, Section 31.6109). NIH is required to annually furnish you 
with Form 1099, "Statement for Recipients of Miscellaneous Income," required by Federal Tax Regulations (Title 26, Code of Federal 
Regulations, Section 1.6041). The use of Social Security Numbers is mandatory for Federal accounts relating to Individual persons under 
Executive Order No. 9397, November 22, 1943. In this Instance, failure to provide your Social Security Number will result m delay of 
payment of monies due and hinder the processing of tax data. (This information is provided to you in accordance with the Pnvacy Act of 
1974). 


NIH 1715-2 <Rev 12/86) Back 
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FIGURE 21 


POLICY ON STUDY SECTION WORKSHOPS 


Background 

DRG encourages study sections to hold workshops on scientific topics in 
areas related to their review guidelines and the expertise of the 
members. Such workshops are useful in assessing the "state of the art" 
in particular fields of research and to learn about the newest 
developments in emerging areas of science. Although fiscal constraints 
have made it impossible for DRG to approve all requested workshops, the 
Division nonetheless endorses the workshop concept, and feels that the 
exchange of information and ideas among experts is beneficial to study 
section members, invited participants from the scientific community, and 
the NIH staff. The DRG policy on study section workshops is outlined 
below. 

Pol icy 

1. Except in rare circumstances, study section workshops may occur only 
in conjunction with study section meetings, and preferably in the 
Washington area. Locations in other areas of the country are not 
encouraged but may also be considered for the reasons of importance 
of the site, and/or cost effectiveness. 

2. A Referral and Review Branch (RRB) committee will evaluate each 
request on its scientific and fiscal merits. As described in the 
March 1987 edition of the Handbook for Executive Secretaries (pages 
36-39, requests should include specific objectives, proposed 
location and dates, plans for publications, and budget estimate and 
breakdown (exclusive of study section meeting). 

3. All requests for workshops should be addressed to the Deputy Chief, 
RRB and must be received two review rounds prior to the proposed 
workshop date. 


Deadl i ne 

Workshop Date 

January 2 

October/November of that 
year or later 

May 1 

February/March of next 
year or later 

October 1 

June of the next year or 
later 
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FIGURE 21 (cont) 


4. For each out-of-town workshop, the Executive Secretary should 
discuss the plans with appropriate NIH BIDs to determine if joint 
sponsorship and cost sharing are feasible. Another option to be 
considered is the alternative of an application for support via a 
Conference Grant (R13), with one of the members of the study secti 
as nominal principal investigator. Using this latter option will 
involve the time table of the regular grant review cycle. 


January 1985 
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Oeto 

From 

Sub?$ei 

To 


Local Workshop Request 

DEPARTMENTOF HEALTH & HUMAN SERVICES ^ b,lc H «* l,h S®"" 5 ® 

Nation^ Institutes 0/ Health 

Memorandum 


Executive Saeretery 

Study Section 

Budget o^ei&at® and breakdown for a proposed workshop la connection with 

October Study Section easting. 

Or. Irvlog Slmos 
Deputy Chief, RRB, DRG 


has requested a workshop in connection with their 
October seating. The meting is to be held at the Holiday Inn Rat heads, 
Sethasde, MD. The additional cose for hewing a workshop breaks down in 
Che following way: 


Consultant fees — « —aeven speakers 9 $100 — . -$700 

Per dlaa — — — ■ — — -~aaven speakers 9 75— d— 525 

Travel 


Stanford, CA — * — r.t. 
Ithaca, NY — ———r.t. 
New York, MY——— r.t. 
Boston, HA— ——.r.t. 

Toronto, CAN —r.t. 

Hew Haven, CT— — r.t. 
Salelnore, MD— r.t.' 


$923 

234 

ISO 

260 


230 

164 



2080 


Total Ho? 


One, jit possibly two speakers, will be attending the regular meting. 
One extra day for 16 study sect ion makers costs are: 


Per die® 16 9 73 1200 1200 

3303 

GRAND TOTAL 4305 
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FIGURE 23 


PRE-WORKSHOP/CONFERENCE REPORT 


Title 

Purpose 


Meeting Oates 

Location 

Chairperson 


For Additional 
Information 

Sponsor (s) 

Staff Coordinator 


Results to be 
Published 


PLANT MOLECULAR BIOLOGY -GORDON CONFERENCE 

To serve as a medium for interaction between 
researchers focusing on basic and applied 
problems, and plant scientists using different 
techniques and working at various levels of the 
plant. 

June 11-15, 1984 

Andover, New Hampshire 

Dr. Robert B. Goldberg 
Department of Biology 
University of California 
Los Angeles, California 90024 


Dr. Robert B. Goldberg 

National Institute of General Medical Sciences 
Fogarty International Center 

Dr. Barbara Williams 
Program Administrator 
Genetics Program 

National Institute of General Medical Sciences 
Westwood Building, Room 918 
Bethesda, Maryland 20205 


No 


53 




Chapter IV 


PROCESSING OF APPLICATIONS BY THE REFERRAL SECTION 


The Referral Section, DRG, is responsible for receiving and processing grant 
applications submitted to the Public Health Service (PHS), as well as for 
assigning such applications to an IRG for scientific merit review, and to an 
awarding unit for second level review and possible funding. This centralized 
organization ensures that the thousands of applications received each year are 
systematical ly logged in and routed to their appropriate destinations. 

A. APPLICATION NUMBER 


Essential to this process is the identification of each grant application 
by a five part number, which is supplied by the Referral Office to provide 
essential information about the application. An example of an identifica- 
tion number is: 1 R01 NS 1 2789-01 A 1 . This number is made up of the 
following components: 


1 

Application 

Type 


2 

Activity 

Code 


3 

Awarding 

Unit 


4 5 

Serial Suffixes 

Number Grant Year Other 


1 


R01 


NS 12789 01 A1 


These components will be dealt with in sequence, highlighting those aspects 
that are most likely to be encountered by a Grants Assistant in DRG. A 
complete list of activities, review groups, awarding organizations and all 
their codes can be found in Activity Codes, Organizational Codes, and 
Definitions used in Extramural Programs (NIH Manual Issuance 4lor), "which 
is available from the Data Processing Section, Statistics and Analysis 
Branch, DRG, and is updated annually. 

1 . Application Types 

Although not all types of applications undergo review, copies are sent 
to study section offices, and the Grants Assistant needs to be able to 
distinguish them. (See Types of Applications, Table 3.) 

2. Activity Codes 

The NIH has more than 100 grant-supported programs, all of which are 
given three digit activity codes. Those programs most often 
encountered by a Grants Assistant are described in Figure 24. Unless 
otherwise noted. Council review is required. 

3. Awarding Unit 


The awarding units can be identified from a two letter code in the 
application number (Table 4). 
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4. Serial Numbers 

Serial numbers are assigned in sequence for each Institute. 

5. Suffixes 

« Grant Year - A two-digit number indicating the actual segment budget 
period of a project. The grant year number (01, 02, etc.) is 
preceded by a dash to separate it from the serial number, e.g., AM 
12345-01, CA 00900-04. This series of years continues through 
succeeding renewals. 

e Supplement - The letter "S" and related number identifying a 
particular supplemental award, e.g., SI, S2. Supplement designations 
follow the grant year but precede the amendment designation, e.g., AM 
12345-01 SI , CA 00900-04S1A1 . 

® Amendment - The letter "A 11 and related number identifying each 
amended application, e.g., A1 , A2. Amendment designations follow the 
grant year or the supplement designation, e.g., DE 34567-02A1 , DE 
45678-01 SI A1 . 

6. Application Contents 

NIH application kits are available in the DRG Office of Grants Inquiries 
(Room 449, Westwood Bldg.) An application kit for each type of application 
should be kept in the study section office for reference (Table 5). The DRG 
Grants Inquiries Office responds to individual requests for application 
kits. 

The contents of the most recently revised PHS 398 application folder 
include: 


o The instructions for completing form PHS 398J 
o Form PHS 398 and continuation pages; and 

o A mailing label addressed to the Division of Research Grants, NIH, 
Bethesda, Maryland 20892. 


B. RECEIPT, PROCESSING, AND ASSIGNMENT OF GRANT APPLICATIONS * 

Within the Referral Office, Project Control receives and processes 
applications, while the Referral Officers assign applications to IRGs, 
including DRG study sections, for scientific merit review and to awarding 


* For contract proposals, see the Guide to the NIH Research Contracting 
Process HEW (NIH Publication NoV" 74-491 ) . Contract proposals usually 
are processed and reviewed in the Institutes. 
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organizations for second level review and possible funding. Applications 
must be received by a specified receipt date to be eligible for review at 
any given study section meeting (Figure 25). Applications received after 
these dates must have an accompanying covering letter requesting a waiver of 
deadline and including the justification for such a request. The Referral 
Office will consider waivers of receipt dates for applications on an 
individual basis. No waiver will be granted prior to the receipt of an 
application, and no Executive Secretary has the authority to waive 
deadlines. 

Upon receipt in the Referral Office, applications are processed as indicated 
in the chart entitled "Flow of a Competing Grant Application Through the DRG 
Referral Section" (Figure 26). The processing of individual research 
project grants (ROls) is of most concern to DRG study sections, but nearly 
all other applications are processed in a similar fashion. Exceptions will 
be noted later. 

1 . Preliminary Processing of Type 1, 2, or 3 Applications (Prior to Receipt 
in Study 'Section j 

a. Grant Application Receipt Unit (Mail Room) . Application packets 
an3 any supplementary material s are received in the DRG Grant 
Application Receipt Room (Mail Room) where: 

® the application and other materials are date stamped; and 

@ all documents are forwarded to the Receipt and Record Group of 
the Project Control Unit of the Referral Office. 

b. Receipt and Record Subunit of the Project Control Unit . This unit 
reviews the non-sci entif'ic portions of the application for errors 
and consistency of available information; and also checks for 
special data, i.e., human subject certification, personal data form, 
and animal verification. A bar code is affixed on two application 
copies, one on the copy going to the Print Shop and one on the 
Project Control file copy. Staff then establish a record of receipt 
of the application by setting up a grant file with information 
consisting of type and activity code, principal investigator's name, 
grantee institution, title of the proposal, social security number, 
and Council date. The next step is to prepare application packages 
to be used by the Referral Officers. The IMPAC system of records is 
used to check the investigator's NIH record file for all pertinent 
information. Computer printouts of status records are inserted in 
the application folder. Quality control is maintained through the 
use of a special checksheet. 

Letters or memoranda are often received before the application has 
been submitted. This material is labeled Awaiting Receipt of 
Application (ARA), is put in the ARA file, and is recorded on the 
computer. When the application is subsequently received, the Grants 
Clerk will be alerted and the material can then be inserted in the 
application package. ARA material is kept for 6 months; if the 
application is not received by that time, the material is discarded. 
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The application is checked for the correct number of copies, i.e., 
an original and six copies, for any extra material, and for the 
appropriate signatures. Then, the application and other materials 
are routed to the Assignment Section. 

(1) Request for Applications (RFAs) These applications are also 
processed in the Assignment Unit, Referral Office. After 
assignment, they are entered into the IMPAC system in the Review and 
Control Sub-Unit. The same processing applies to RFAs as to 
applications going to DRG study sections. 

(2) Renewal Operation, Receipt and Record Sub-Unit Funds must be 
requested annually, even though previously recommended. The face 
pages for all Type 5 (non-competing) applications are routinely 
mailed by the Renewal Operation Sub-unit, Project Control. They are 
mailed to the business office of the appropriate institution 
approximately 4 months before the beginning date of the next budget 
period and are to be returned directly to the appropriate awarding 
Institute within 2 months. 

c. Grant/Application Change Notice (901) . An official change in an 
application, such as a change Tn study section or Institute 
assignment, a new Council date, withdrawal of the application, or a 
different application number, needs to be processed through a 
Grant/Application Change Notice (901). Study section or Institute 
staff complete a 901 notice, and then send it first to the Referral 
Office for approval, and then to the Project Control Unit for direct 
entry into the data system. All changes entered and recorded by the 
Project Control Unit will be announced to all affected organizations 
by means of a Resume of Transactions (ROT). These are generated 
daily by the Data Control Unit, Statistics and Analysis Branch. 

d. Assignment Unit . Assignment responsibilities are handled by 
Referral Officers, most of whom are Executive Secretaries of study 
sections. Each Referral Officer assigns applications to a specified 
group of study sections. 

After determining that an application is relevant to the overall 
mission of the NIH, the Referral Officer examines the scientific 
content and assigns the application to an appropriate study section 
and Institute. These decisions are based upon written guidelines in 
the Handbook for Referral Officers and upon conflict-of-interest 
policy! Information received From Executive Secretaries and 
Institute staff as well as requests from applicants are given 
careful consideration. If the subject matter of an application is 
pertinent to the program responsibilities of two Institutes, a dual 
assignment may be made. One copy of the application (precopy) is 
then, pulled out for the Executive Secretary of the assigned study 
section. The application folder and materials are returned to the 
Review and Control Group of the Project Control Unit for completion 
of processing. 
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e. Review and Control Group of the Project Control Unit . Through a 
computerized logging system, this Group - assigns "ser’ia'r and Institute 
numbers to all Type 1 and 9 applications. (Type 2, 3, 5 and 7 
applications retain their existing numbers.) The Application 
Receipt Record is then updated by adding the study section and 
Institute assignment, the identification number, and the date of the 
Council to which the application is assigned. 

Two copies (called work copies) submitted by the applicant are 

forwarded to the assigned study section, together with the computer 
printouts, correspondence, appendices, and any other material; these 
are enclosed in an application folder that can be used as a file. 
The Sub-unit records the final official assignment of applications 
by establishing a record in the IMPAC system for each competing 

grant application, and an assignment snap-out will be sent to the 
principal investigator and to the business office or grants contract 
office by the Statistics and Analysis Branch, ORG. At the same 

time, a copy of the application is forwarded to the Print Shop, 
where it is duplicated. The original is sent to the assigned 

Institute. The last copy of the application is retained in the 
Review and Control Sub-Unit Files. 

The Review and Control Group is also responsible for sending a copy 
of the application to the Statistics and Analysis Branch, DRG, for 
data capture purposes and subsequently for incorporation into 
computerized documents used by the study sections and Institutes. 
This Sub-Unit is also responsible for ordering the appropriate 
number of printed application copies for the study sections and the 
Institutes. 

f. Print Shop. After the application has been printed, one copy of the 
requisition, and two printed copies of the application are sent to 
Project Control. Then the Print Shop distributes printed copies of 
the application to the study section and to the Institute(s) speci- 
fied on the requisition. 

q. Data Control Unit (Sta tistics and Analysis Branch, DRG). . Essential 
data are extracted from each application copy sent to this Unit for 
the computer printouts of worksheets, resumes, and summary 
statements that will be used later by the study sections and 
Institutes. 


2. Processing of Other Types of Applications 


a. Type 7: Change of Grantee 


Institution. The processing is 
initiated by~tfie awarding Institute. The investigator who is 
moving to another institution submits a new face page, budget pages, 
and facilities statement on form PHS 395, as well as 
(a statement from the original grantee relinquishing 
and rights to the grant). The application is then 
Type 7 and retains the same identification number. 


form PHS 3734 
its interests 
assigned as a 
The awarding 


Institute sends the Type 7 directly to Data Control for processing. 
Such applications are not usually subject to study section review 
but are handled administratively by the Institute and presented to 
Council for confirmation. 
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b. PL 480 Applications . PL 480 applications, which use U.S. owned 
excess currencies in a foreign country rather than funds in the NIH 
budget, are sent by the Fogarty International Center directly to the 
Referral Section where they are assigned to an appropriate study 
section for scientific merit review. (For additional information, 
see Chapter V. ) 
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1’ABLE 3 


TYPES OF APPLICATIONS 


Type 

Description 

IRG Review 

1 

New appl ication 

Yes 

2 

Competing continuation (renewal) application, i.e., a request 
for continued support after completion of the previously 
approved grant period 

Yes 

3 

Supplement requesting additional funds during the current 
tenure of a research grant 

Sometimes* 

4 

Noncompeting renewal of Research Career Awards (K06) 

No 

5 

Annual request for continuation of previously approved 
support 

No 

6 

Type 1 application for a training program transferred 
from one awarding unit to another 

Yes 

7 

Application with committed support transferred from one 
grantee institution to another 

Sometimes** 

a 

Type 5 application transferred from one awarding unit to 
another 

No 

9 

Type 2 application transferred from one awarding unit to 
another 

Sometimes 


* Many supplements are handled administratively by the awarding unit 

** Type 7 applications are reviewed by an IRG only if the awarding unit requests 
it. 
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TABLE 4 


AWARDING UNITS* 


Code 


Awarding Organization 


AA National Institute of Alcohol and Alcoholism (NIAAA) 

AD National Institute of Alcohol, Drug Abuse, & Mental Health 

Administration (ADAMHA) 

AG National Institute on Aging (NIA) 

AI National Institute of Allergy and Infectious Diseases (NIAID) 

AR National Institute of Arthritis and Musculoskeletal and Skin 

Diseases (NIAMS) 

CA National Cancer Institute (NCI) 

DA National Institute of Drug Abuse (NIDA) 

DE National Institute of Dental Research (NIDR) 

DK National Institute of Diabetes and Digestive and Kideny 
Diseases (NIDDK) 

ES National Institute of Environmental Health Sciences (NIEHS) 

EY National Eye Institute (NEI) 

FD Food and Drug Administration (FDA) 

FP Office of Family Planning ( OASH ) 

GM National Institute of General Medical Sciences (NIGMS) 

HD National Institute of Child Health and Human Development (NICHD) 

HL National Heart, Lung, and Blood Institute (NHLBI) 

HS National Center for Health Services Research (NCHSR) 

LM National Library of Medicine (NLM) 

MH National Institute of Mental Health (NIMH) 

NS National Institute of Neurological and Communicative Disoraers 
and Stroke (NINCDS) 

NR Center for Nursing Research 

OH National Institute of Occupational Safety and Health (NIOSH) 

PG Office of Adolescent Pregnancy Programs (OAPP) 

RR Division of Research Resources (DRR) 

TW Fogarty International Center (FIC) 


*0ther PHS awarding units are listed in the Activity Codes booklet (Manual 
Issuance 4101 ). 
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TABLE 5 


GRANT APPLICATION KITS 


Major Types of Applications 

Kits 

Individual Fellowships (F32 & F33) 
(National Research Service Award-NRSA) 

PHS 416-1 

Institutional Fellowship (T32) 

(National Research Service Award-NRSA) 

PHS 6025 

Program Project (P series) 

PHS 398 

Regular Research Grant (R01) 

PHS 398 

Research Career Development Award 
(K04, K07 , K08) 

PHS 398 & Supplemental 
Instruction Booklet 
PHS 2557-1) 

Small Business Innovation Research (SBIR) 
Program (R43 & R44) 

PHS 6246-1 

Academic Research Enhancement Award (AREA) 

PHS 398 
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FIGURE 24 


ACTIVITY CODES 


a F05 International fellowships provide training in the U.S. for non - 
U.S. citizen's from overseas who hold a doctoral degree or its 
equivalent in a health science field. The initial review is by 
a DRG fellowship study section, which is followed by a Fogarty 
International Center staff review. 

e F06 Senior international fellowships provide opportunities to 

outstanding mid-career faculty members from U.S. schools of 
medicine, osteopathy, dentistry, and public health with demon- 
strated productive scholarship and recognized stature in their 
profession to go abroad to study and share their expertise. The 
initial review is by a DRG fellowship study section, which is 
followed by Fogarty International Center staff review. 

• F32 The National Research Service Award postdoctoral fellowship is 

presented to arT individual who is sponsored by an” establ ished 
investigator for a period of up to 3 years. It provides newly 
graduated scientists and physicians with additional research 
training to broaden their scientific skills and research 

potential in specific health-related areas. These fellowship 
applications are reviewed by DRG fellowship study sections but 
are not reviewed by council; the second level -review is con- 
ducted by an Institute staff committee. 

s F33 The National Research Service Award for senior fellows provides 

opportunities for experienced Scientists to make major changes 
in the direction of their research careers, to broaden their 
scientific background, to acquire new research capabilities, to 
enlarge their command of an allied research field, or to take 
time from regular professional responsibilities to increase 
their capabilities for engaging in health-related research. 
Normally such awards are made for a period of 1?. months; the 
period of award may not exceed 24 months. These applications 
are reviewed by DRG fellowship study sections and then by an 
Institute staff committee. 

s K04 The Research Career Development Award (RCDA) is intended to 
foster the development of scientists who have demonstrated 
outstanding research potential for independent research careers 
in the health-related sciences. The RCDA supplies a candidate's 
salary for 5 years, during which time the candidate is expected 
to continue his or her scientific development as an independent 
investigator. RCDA applications are first reviewed by DRG study 
sections. 

• P01 The program project grant is a broadly based multidisciplinary 

research effort with a well-defined central research focus or 
objective. This type of grant consists of a number of inter- 
related projects that contribute to the program objective. The 
responsibility for leadership of the program resides with the 
principal investigator or program director who must possess 
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FIGURE 24 (cont) 


demonstrated scientific and administrative competence. Applica- 
tions usually are first reviewed by Institute IRGs. 

® R01 The individual research project grant application is the type of 
research application most often reviewed in DRG study sections. 
This program is designed to support the research efforts of 
individual scientists on discrete, circumscribed projects of 
their choosing. Awards are made for periods of up to 5 years. 


e R03 The Small Grants Program , a one year, non-renewable grant, 
provides support for' pilot projects, testing of new techniques, 
or feasibility studies of innovative and high-risk research. At 
the present time, only the National Institute of Aging, the 
National Institute of Dental Research, the National Eye 
Institute, and the Division of Research Resources award such 
grants within the NIH. The National Institute of Mental Health 
in the Alcohol, Drug Abuse, and Mental Health Administration 
also has such a program. 

® R 13 The Conference Grant supports national or international 

meetings , conferences ” and workshops. DRG study sections or 
Institute IRGs review these applications. 

9 R15 Academic Research Enhancement Award (AREA) is designed to 

develop research Tn educational institutions in the United 
States which provide the baccalaureate training for a 

significant number of our research scientists, but which 
historically have not been major participants in NIH programs. 
These grant awards are for the support of new or expanded 
health-related research projects conducted by faculty in 
institutions that are presently not research intensive. The 

AREA will enable qualified individual scientists to receive 
support for feasibility studies and other small scale research 
projects . 

« R29 The First Independent Research Support and Transition Award 

(FIRST) is to provide a sufficient initial period of research 
support for newly independent biomedical investigators to 
develop their research capabilities and demonstrate the merit of 
their research ideas. These grants are intended to underwrite 
the first independent investigative efforts of an individual; to 
provide a reasonable opportunity for him/her to demonstrate 
creativity, productivity, and further promise; and to help 
effect a transition toward the traditional types of NIH research 
project grants. FIRST awards generally will provide funds for 
five years during which time the newly independent investigator 
with a promising, meritorious proposal can provide evidence of 
significant and innovative contributions to laboratory or 
clinical science disciplines in biomedical research. 

• R43 The purpose of the Small Business Innovative Research Program 
( SB I R ) is to stimulate technological innovation, use small' 
businesses to meet Federal R&D needs, increase private sector 
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FIGURE 24 (cant) 


commercialization of innovations derived from Federal R&D funds, 
and encourage participation by minority and disadvantaged 
persons in this area. The SBIR Program consists of three 
phases. Phase I (R43) establishes the technical merit and 
feasibility of ideas that may ultimately lead to commercial 
products or services. Awards are for approximately $35,000 in 
direct costs for a period normally not to exceed 6 months. 
Phase II (R44) is an indepth development of ideas proposed in 
Phase I and likely to result in commercial products or services. 
Special consideration is given to projects demonstrating 
prospective private capital commitments for commercial applica- 
tions. Only Phase I awardees are eligible to apply for Phase II 
funding. Phase II awards normally may not exceed $500,000 
including both direct and indirect costs for a period normally 
not to exceed 2 years. For Phase III , applications are to 
include the involvement of private capital for commercializing 
the results of R&D funded by a Federal agency, or the 
involvement of non-SBIR funded contracts with a Federal agency 
for products or processes intended for use by the U.S. 
government, SBIR applications are initially reviewed by DRG 
study sections. 

a R44 Small Business Innovation Research (SBIR) Award--Phase II 
supports continuing research initiated with Phase I support. 
Only Phase I awardees are eligible to apply- for Phase II 
support. 


8 S10 Shared Instrumentation grants enable applicants to acquire new, 
or update existing, research instruments that cannot be 
justified fully for use on a single project but can serve 
projects on a shared basis. At present, only the Division of 
Research Resources (S10) and the National Institute of General 
Medical Sciences (P41) award these grants. The initial review 
is a DRG special study section. 

8 T35 Short-term National Research Service Awards are first reviewed 
by DRG special study sections. These awards are made to insti- 
tutions in order to support research training for students in 
professional schools for discrete periods of up to 3 months. The 
program is designed to ameliorate the future shortage of 
clinical investigators by attracting highly qualified profes- 
sional students into biomedical and behavioral research careers. 

Of the many other activities supported by the NIH, the following are of 
particular interest even though they may not be assigned to DRG study 
sections.. 

• Animal resource (P40) and biotechnology resource (P41) grants provide 
resource- support to qualified investigators regardless of 
their scientific discipline or the disease orientation of their 
research programs. Another resource related program, the R24, is 
designed to improve the capability of resources to serve biomedical 
research. 
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FIGURE 24 (cont) 


• Research demonstration and dissemination projects (R18s) support 
health service activities and foster the spread of exTsting knowl- 
edge to control specific diseases. R21 s are limited programs to 
encourage development of new research activities in specific program 
areas. R25s are education projects to support educational, informa- 
tional, or training aspects of a program in a given research or 
clinical area. While the general goals of these three programs are 
similar throughout the NIH, it is advisable to read the specific 
program announcements in the NIH Guide f or Grants and Contracts, 
because variations in program goals may exist among the Institutes. 

9 A special ized center ( P50 ) is generally developed in response to an 
announced need by an Institute and is directed to research on a 
specific disease entity or biomedical problem. A comprehensive 

center (£60) is designed to bring together community resources, such 
as hospitals, primate colonies, or regional centers, in order to 
foster biomedical research and community education concerning a given 
disease. Projects from P01 , P50 and P60 applications are often 
submitted also as regular research grants. 

9 The Institutional National Research Service Award (T32) , or i nsti- 

tutional fellowship, has similar objectives as the F32, but is made 
to an institution, which then selects the individuals to be trained 
under the program. 

® The Academic Award (K07) is designed to create and encourage a 

stimulating approach to disease curricula that will attract high 
quality students, foster academic career development of promising 
young teacher-investigators, develop and implement excellent multi- 
disciplinary curricula through interchange of ideas and enable the 
grantee institution to strengthen its existing teaching program. 

® The Clinical Investigator Award (K08) is for promising medical 

scientists, who have demonstrated their potential for developing into 
independent investigators, or faculty members, and who will pursue 
research aspects of categorical areas applicable to the awarding unit 
and aid in filling faculty gaps in these shortage areas within health 
professional institutions. 


• The Physician Scientist Award supports either newly trained 
clinicians nominated by an institution for development of independent 
research skills and experience in a fundamental science (Kll), or 
these individuals appointed by an institution to work witKTn the 
framework of an interdisciplinary research and development program 
( 102 ). 
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FIGURE 25 
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All applications must b® received by the above dates* §f the receipt date falls on a weekend v It will be extended to 
Monday | If the date falls on a holiday * it will be extended to the following workday* The receipt date will be waived 
only in extenuating clrcuastencss* To request such a waiver* include an explanatory letter with the signed cosplsfeed 
application* Mo waiver will be granted prior to receipt of the application, it is in an applicant's best interest to 
submit early and avoid the otherwise unavoidable rush associated with announced receipt dates. 















Chapter V 

STUDY SECTION OFFICE: PROCESSING OF APPLICATIONS 


A. INITIAL PROCESSING BY THE GRANTS ASSISTANT 


Since many of the procedures described in this section of the Handbook vary 
among study sections, the following instructions are meant to serve only as 
guidelines. The practices already in existence in a study section may, of 
course, be continued. Because a new Grants Assistant may not fully 
understand the basic principles of research grant review until after having 
worked a full three rounds, that person should not be too quick to change 
existing procedures. 

1. Study Section Log and Application Receipt Record 


Upon receiving an application from Project Control, the Grants 
Assistant should maintain a study section log to record information on 
all applications to be reviewed at a given meeting. The log should 
include the following items: 

0 Application number; 

d Name of principal investigator or candidate; 

@ Due date of the printed copies from the Print Shop (if the printed 
copies have not been received within 5 working days of the due date 
printed on the label at the top of the yellow copy of the Project 
Control Checksheet (Figure 27), the Grants Assistant should notify 
Project Control who will, in turn, contact the Print Shop); and 
d Other notations, such as transfers or withdrawals. 

A suggested study section log format (Figure 28) consists of a series 
of pages with a separate page for each Institute, and is usually 
prepared when the work copies of the applications are received. 
Deferred applications should be included in the log. 

The Project Control Unit notifies the applicant's institution of the 
application number and the assigned study section, Executive Secretary, 
study section address, and phone number. When there is a transfer of 
assignment and a 901 is issued, a computer-generated letter is sent to 
the principal investigator informing him of the change. 

2. Advance and Work Copies of Applications 

The Grants Assistant or the Executive Secretary should check the 
preliminary assignment box in the Referral Office as soon as possible 
after the receipt date for applications to see if there are any advance 
copies assigned to the study section. (In some instances the 
assignment officer will deliver advance copies.) It is important for 
the Executive Secretary to examine these applications to check for 
appropriateness of assignment before the Grants Assistant processes the 
applications. 
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Work copies of each application are received before duplicated copies 
arrive from the Print Shop. A folder containing the yellow copy of the 
Project Control Checksheet (Figure 27), correspondence, and other 
supportive materials will also be sent at that time. Special items on 
the folder cover should be brought to the attention of the Executive 
Secretary. The due date for printed applications will be noted on the 
folder cover. 

Two work copies of each application are normally included in the 
package; these work copies may be used for early mailings to study 
section reviewers assigned to the application. 

If there is any correspondence or appendix material with the work 
copies, the original is forwarded to the primary Institute, with copies 
placed in the study section file and in the Executive Secretary's 
workbook. 

3. Study Section Work Record 

Most study sections use some type of work record or checklist for 
individual applications (Figure 29). It is recommended that these work 
records or checklists not be kept in the file. The following informa- 
tion is normally included; 

9 Study section name and date of meeting; 

e Identifying information, such as the application number, name 
of principal investigator, institution, and location; 

® Any information omitted from the application or special 
problems ; 

# Assignees; 

€ Executive Secretary's indication of any additional information 
to be obtained from the applicant, any outside opinions to be 
obtained, and the due dates for additional information to be 
received or other action taken; and 

@ Notes about the distribution of the various materials. 

4. Executive Secretary's Workbook 

An Executive Secretary may require a complete set of applications and 
supplemental materials for every meeting. Depending on the Executive 
Secretary, applications are inserted in looseleaf binders, in folders, 
or in accordion files. The Grants Assistant is responsible for 
preparing this workbook and keeping it current. 

5. Study Section Records 

If the study section maintains a Roladex or Index card file on all 
applications, the Grants Assistant should prepare these records when 
applications are received and processed. A useful technique is to 


72 



stick computer labels, which contain complete, up-to date information, 
on those cards. The Grants Assistant can automatically retrieve 
printed labels by accessing TSO. {Instructions are available in the 
User Resource Office.) Additional information about the records and 
files needed by each study section is contained in Chapter XVI. 

6 . Meeting Files 

Applications for a current meeting should always be kept together and 
separate from other files. While the entire file can be taken to a 
local meeting, this is not desirable , and should be discussed with the 
Executive Secretary. 

EXAMINATION OF APPLICATIONS BY THE GRANTS ASSISTANT 


Prior to the Executive Secretary's review, the Grants Assistant screens 
each application for possible administrative problems. In general, check 
the application for completeness. The questions below cover the areas the 
Executive Secretary may need to know about for possible follow-up. 

9 Is Section 4 on page 1 completed? Are human subjects checked yes on 

page 1? Is an Exemption claimed? If needed, are the human subjects 

6 points present (Figure 30)? Does the institution have an 
Assurance of Compliance number (Figure 31)? 

If the IRB approval date is marked pending on page 1, a proper 

certification must be received prior to the study section meeting, 
but not more than 60 days after the receipt date; otherwise, the 
application is administratively deferred. For further information, 
see Item 4 of the instructions for PHS Form 398 (revised 9/86). 
Note; If an exemption is claimed, the applicant needs to justify 
the exemption in the application. (For more detailed information on 
the protection of human subjects, see Chapter XV.) 

o Is Section 5 on page 1 completed? Does the proposed research 

involve vertebrate animals? If so, are the five points addressing 
animal care and use included at the end of the Methods Section in 
Section F of the application (Figure 32)? If needed information is 
not provided in the application, it should be requested and obtained 
from the applicant immediately. If the IACUC approval date on page 
1 is marked pending, the verification must be renewed prior to the 
study section meeting, but not more than 60 days after the receipt 
date; otherwise, the application is administratively deferred. A 
sample form requesting animal subject information is included in 
Figure 33. For further information, see Item 5 in the instructions 
for PHS Form 398 (revised 9/86). (For more detailed information, 
see Chapter XV.) 

• Are the personnel listed on page 2 of the application and on the 
detailed budget page(s) free of any conflict of interest with study 
section members and special reviewers? On a fellowship (F32) 
application, check for conflict of interest involving the sponsor of 
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the application. (For a more detailed explanation of conflict of 
interest, see Chapter XV.) 

® Have the checklists, appendices, and supplemental materials referred 
to been received? 

e Are the budget pages complete? 

0 Are there confidential budget pages? These are for NIH use only. 
Under no circumstances should confidential budgets be sent to study 
section members. Project Control sends a copy of the confidential 
budget to the appropriate Institute(s) at the same time the 
application is sent to them. 

@ Is the biographical information included for all key personnel? 

A sample letter requesting additional information from the applicant is 
shown in Figure 34. 


C. PROCESSING OF NEW RESEARCH PROJECT GRANT (1 R01) APPLICATIONS 


To process new research project grant applications, the Grants Assistant 
should perform the following five procedures: 

(1) Upon receipt, enter each application in the study section log; 

(2) When the duplicated applications have been received, be sure they 
have been delivered to the proper study section; if not, see that 
the appropriate study section receives them; 

(3) Prepare a study section work record or checklist; 

(4) Type or attach a label to the index or roladex card if the study 
section maintains these records; and 

(5) Prepare a file folder. The folder should be marked with the basic 
application number and the principal investigator's last name 
(first initial optional), for example, AM 12345 KOLODNY, V. (File 
labels can be obtained through computer program SSR.) 

The most common procedure is to file the contents (application, summary 
statement, correspondence and notice of grant award) chronologically. Some 
study sections find it useful to use backers; others organize files without 
backers . 

Extra copies of the application and an adequate supply of summary 
statements for future use should also be kept in this folder. In order to 
conserve space, it is suggested that no more than three extra copies of the 
current application and an adequate supply of summary statements be kept in 
this folder. 
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D. PROCESSING OF COMPETING CONTINUATION (2 R01) OR SUPPLEMENTAL (3 ROl ) 
RESEARCH PROJECT GRANT APPLICATIONS 


Competing continuation (Type 2 ) and supplemental (Type 3) applications are 
processed in the same manner as new applications, except that the file 
already exists. Previous summary statements and other background 
information on these applications may be sent to study section assignees or 
members prior to the study section meeting and should be recorded on the 
study section work record. 

Progress Reports 

Progress reports are an integral part of all competing continuation and 
supplemental applications. If a progress report is requested from an 
applicant, the investigator sends the required number of copies directly to 
the study section. The Grants Assistant sends the original to the 
Institute. 

E. PROCESSING OF OTHER TYPES OF APPLICATIONS (Guidelines see Chapter VI) 

1. Small Business Innovative Research (SBIR-R43 & R44) Applications 

SBIR applications are processed in the same manner as research project 
grant applications. Few of these institutions will have a general 
assurance filed with the NIH in regard to human subject review 
committees. If the application indicates human subjects are involved 
and no exemption is claimed, a completed HHS-596 (Figure 35) and the 6 
points are required before the application may be reviewed. 

2 . Research Career Development Award (RCDA K04) and FIRST Independent 
Research Support and Transition ( FIRST -R29 ) Applications 

RCDA and FIRST applications are processed in the same way as research 
project grant applications except that reference letters are required. 
The table of contents gives the page number on which a list of 
references can be found. At least two of these letters must be 
received prior to the meeting for the review to be completed. 

The Grants Assistant should keep a record of the references received 
for the applicant. Sufficient copies should be duplicated for the 
application's assignees and for other members of the study section if 
the Executive Secretary so desires. Copies of these letters are not to 
be retained in the files after the study section meeting. The original 
reference letters should be forwarded to the appropriate Institute(s) 
to which the application is assigned. 

3. Academic Research Enhancement Award (AREA-R15) Applications 

AREA applications are processed in the same manner as research grant 
applications. 
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4. Postdoctoral Fellowship (F32) Applications 

Postdoctoral fellowship applications are processed in the same manner 
as RCDA applications. At least two reference letters must be received 
prior to the meeting for the review to be completed. The original 
letters are sent to the appropriate Institute(s) and the copies are 
destroyed after the study section meeting. 

5. Deferred Applications 

All applications deferred at a previous study section meeting should be 
put with materials for the current meeting. Additional printed copies 
of the application must be ordered by the Grants Assistant for the 
study section and the appropriate Institute. (See the Distribution 
Guide, Figure 36.) Copies of revised budgets and pertinent additional 
information may also need to be duplicated. 

A Council may defer an application that was not originally deferred by 
the study section. If the application is returned to the same study 
section for re-review, the Grants Assistant should have copies of the 
application and other materials duplicated again. 

Councils will sometimes defer an application but suggest review by a 
different study section. In this case, the Referral Office acts on the 
matter and takes care of any transfers. The new study section has the 
responsibility for duplicating the application and other materials. 

6. Change of Study Section 

When an application is transferred from one study section to another, 
copies of the application and the file must also be transferred, A 
record of the transaction should be entered in the study section 
reference files (i.e., summary statement books, office cards, roladex). 
The new study section is responsible for informing the principal 
investigator about the transfer. 

A transfer is not official until the new study section has received the 
computerized Application/Grant Change Authorization Notice (Figure 37) 
and Daily Transaction List (Figure 38) (See also Section L below.) 

7. Change of Institution 

a. Well Before Study Section Meeting . When applicants move to another 
Institution, they usually also transfer their research projects. 
The applicant sends the study section revised pages signed by an 
official at the new institution and a releasing statement from the 
old institution, also signed by an official. If the revised pages 
arrive well before the review, the Grants Assistant makes copies for 
the Executive Secretary and reviewers. If the application is Type 1 
(never awarded), then the original and four copies should be 
forwarded to Project Control where a new number is assigned. If the 
application is a Type 2 (has been awarded previously), one copy is 
sent to Data Control, Westwood Building, Room 103, where the IMPAC 
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system will be updated. The application number will stay the same. 
The Grants Assistant must also update the study section workfile 
before releasing information to IMPAC. 

b. Before the Study Section Review but Close to the Study Section 
Meeting . If the revised pages for the" change of institution arrive 
close to the meeting, the study section reviews it under the present 
number. The Grants Assistant notifies Data Control and corrects the 
study section workfile before releasing the information to IMPAC. 
If the application was a Type 1 {never awarded), then Project 
Control needs to give the application a new number. 

c. After Study Section and Council Review . If the institution change 

is made on a Type 1 (never awarded) application after the complete 
review cycle, Project Control assigns a new number and sends a set 
of the revised pages to the study section and the appropriate 
Institute. These applications are not re-reviewed. If the 

institution change is made on a Type 2 application, the appropriate 
Institute is responsible for any changes to be made. 

Note : Any time an application number changes: 

The new number should be added to the top of the extra applications 
and summary statements; and 

All study section records should be changed. A cross-reference is 
suggested in the summary statement books, and a new rolodex or index 
card should be typed indicating the new and former numbers. 

8. PL-480 Applications 

In the rare instances when these applications are reviewed by DRG study 
sections, a covering memorandum from the Referral Office is attached to 
the application explaining the administrative procedures involved, 
including the duplication of applications. The review of these 
applications is to be noted in the study section minutes, even though 
the applications are not listed on the resume of initial review group 
recommendations. Study section recommendations are forwarded, in 
memorandum form, through the Deputy Chief for Referral , RRB, to the 
Fogarty International Center. DHHS policies concerning assurances of 
protection of human subjects involved in research also apply to 
PL-480' s. Pertinent background information may be obtained through the 
Fogarty International Center. PL 480 applications should be manually 
added to all study section listings. 

REPRINTS AND APPENDICES 

Reprints, progress reports, and appendices, which may be submitted with any 
type of application, are usually received in limited numbers. The Grants 
Assistant sends one copy to each assignee, and one copy to the appropriate 
Institute(s), and files one copy. To conserve space, reprints and 
appendices are not to be retained in study section files after the study 
section meeting. Reprints are not to be xeroxed. 
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G. DUAL ASSIGNMENTS 


If a dual assignment is made after the application has been printed and 
distributed, the Grants Assistant must order copies for the second 
Institute. Information concerning this change of assignment will appear on 
the Daily Transaction List. (See Section L below.) 

H. DISTRIBUTION OF APPLICATIONS WITHIN THE OFFICE 

After the applications have been processed in the study section office, the 
Grants Assistant distributes them as follows: 

@ Copies for the official study section file; 

e One copy for each study section assignee; 

e Copies for the necessary workbooks (study section members, two 
observers, the Executive Secretary, and the Grants Assistant); 

9 Miscellaneous copies. (See the Distribution Guide, Figure 36, for 
instructions that may apply to certain applications.) 

Most study sections have sectioned wood or metal shelves (collators), which 
can be labeled with names and application numbers. Material intended for 
assignees can thus be assembled in a special area of the collator for 
preliminary mailings. Material should be placed on the shelves first 
alphabetically by Institutes and then numerically within each Institute. 

The files and shelves must be labeled clearly so that anyone needing copies 
of applications can find them quickly in the absence of the Grants 
Assistant. 

I. REVISED OR ADDITIONAL APPLICATION PAGES 


If a principal investigator submits revised or additional application 
pages, the complete application number and the word "REVISED" should appear 
at the top of the first page. Duplicated copies should be sent to the 
study section members and attached to all study section file copies, and 
the original should be sent to the Institute. 

J. REVISED BUDGETS 


If a principal investigator submits a revised budget before the study 
section meeting, the Grants Assistant distributes the revised budget pages 
"(Section I above) and does an Official Change of Data procedure on the 
Interface System. If a revised budget is submitted after the study section 
meeting, the Grants Assistant notes on the first page that it was received 
after the study section meeting and forwards it to the Institute. In this 
instance, an Official Change of Data procedure is not made. In either case 
a signed face page of the application or a letter signed by the appropriate 
institutional official should be received with the revised budget. 
Otherwise, the principal investigator is notified. 
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K. WITHDRAWALS 


A withdrawal letter from a principal investigator should be cosigned by the 
appropriate institutional official. However, a withdrawal letter from an 
institutional official need not be signed by the principal investigator, 
but the principal investigator should be notified of the letter. Otherwise 
the Grants Assistant sends a letter to the principal investigator, with a 
copy to the appropriate institutional official, acknowledging receipt of 
the withdrawal letter and requesting the official's co-signature. After 
the official withdrawal letter has been received, the Grants Assistant 
sends the original to the Institute and forwards a copy to the Referral 
Section attached to a completed Request for Assignment Change(s) form 
(Figure 37) for processing. 

If the letter comes in before the study section meeting, the Executive 
Secretary must notify the particular assignees that the application need 
not be reviewed. If the withdrawal letter arrives after the meeting, the 
Executive Secretary does not need to prepare a summary statement, and the 
Institute is responsible for sending acknowledgment of the withdrawal. 
However, if the summary statement has already been completed, it should be 
sent to the Institute. 


L. PROCEDURE FOR MAKING CHANGES IN APPLICATIONS 
1. Daily Transaction List 

The Daily Transaction List (Figure 38), prepared by the Systems and 
Data Management Section, Statistics and Analysis Branch, DRG, is a 
continuing list of administrative changes on grants, _ pending 
applications, extramural meetings, and certain other items or 
administrative interest. Whenever the Grants Assistants receive such a 
list and an Appl ication/Grant Change Authorization Notice (Figure 39), 
they will know the change is official and should make the appropriate 
changes in the study section records. 


a. Included in Daily Transaction List 

® Official changes in budget, principal investigator, 
fellowship, number of years requested, etc. 
e Official changes of study section action on resumes 
statements, etc. 


sponsor of a 


summary 


b. Not Included 


9 

0 

9 

9 


anges of dates on new applications , 

anges in the scientific component of the application 
sspel 1 ings or shortened project titles 
anges involving Recombinant DNA Code, human subjec , 


etc, 
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2 . Submission of Changes 


At various times during the review process, the Grants Assistant will 
need to send information on changes to the Data Processing Section. 
Some of these changes are processed through the Referral Section using 
the Request for Assignment Change(s) form (Figure 37), including 
changes in study section, Council date, administrative deferrals, 
application number, secondary Institute assignments, and withdrawals. 
Other changes are entered directly into the computer; among these are 
changes in human subject and animal codings, the applicant's name, the 
address of applicant, the start date, the budget, and, for fellowships, 
the years/months requested. Many of these changes will be initiated in 
the study section, but Institute and Referral staff can also initiate 
such changes. In order to keep everyone informed of changes, a resume 
of transactions (ROT) is sent periodically to the office. If the 
changes are submitted prior to the study section meeting, the changes 
will be entered into the computer system and will be automatically 
reflected on the resumes and summary statement tops. Otherwise, the 
Grants Assistant may have to enter the changes in the computer after 
the study section meeting, before releasing post-meeting information to 
the IMPAC system. 

M. HISTORY FILES 


The Referral Section (Room 248) has computer printouts of all competing 
applications. These printouts are divided into Council date groupings and 
are listed alphabetically by principal investigator. When in doubt about 
the receipt of an application, the Grants Assistant should check the 
printouts. 
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FIGURE 27 PROJECT CONTROL CHECKSHEET 

TYPE PROGRAM INSTITUTE SERIAL NUMBER YEAR SUPPl AMENC 

n i ! ^ | | i "f 1 1 1 | pn | j i m f — r T" 

lL 1... 1 Mill i J I_ I I i I ! i I ! 

Tula of proposal STUDY SECTION FORMERLY 

Investigator's name, 01 c 


Social Security Number 

YES NO Change of applicant organization 

YES NO Relinquishment statement 

Type of organization 

Name/mle, authorized official 

Name/title/address - financial officer 

Personal signatures 

Facilities and commitment statement 

Notarization Form 151 

Number references 

Original plus copies 


Accompanying correspondence 


ARA 

Number of pages 

YES NO Checklist 

Investigator cards 

YES NO Human Subjects Statement (HHS 5961 

YES NO Appendix 

YES NO Extra material Room 240 


Council date 

Title review & 

assignment by 

INSTRUCTIONS FOR PROCESSING: 

TITLE 

1 CHANGE TO 


2. OEL6TE FROM 


3. ADMINISTRATIVE COPIES ONLY 


Comments by Project Control: 


SPECIAL DISTRIBUTION 


V A 


MEETINGS 


DUAL 


OTHER f Specify > 


Checked by 

Note to Executive Secretary. ^ 

IRG Member □ YES □ NO 


CHECKSHEET - PROJECT CONTROL 

Mm tfifl .1 I Row 7/83) DISTRI BUTION. Original to institute - Copy to Executive Secretary 

<v,m 1 ov Copy retained in Project Control 


* u S.G.P o. 1993-417 
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FIGURE 28 


Suggested Study Section Log Format 

>pl. Investigator Work Printed Other 

>. Copies Copies 

i 60639-01 Smith, John B. 

! 60955-01 Doe, Jane S. 

: 70366-02 Bender, Tim 0. 

I 80277-02 Gleem, Susan K. 
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FIGURE 29 


STUDY SECTION CHECKSHEET 


DATE OF MEETING APPLICATION NO. 

APPLICANT FOREIGN 

INSTITUTION 

TITLE 

HUMAN SUBJECTS EXEMP . NO. CERTIF. HHS 596 6 POINTS 

OTHER GRANTS : ACTIVE PENDING ASSIGNEES 

CONFLICT OF INTEREST 

VERTEBRATE ANIMALS 

ANIMAL STATEMENT (pg. If) 

RECOMBINANT DNA 

POTENTIAL BIOHAZARDS 


DISTRIBUTION 



ASSIGNEES 

ss 

CHM 

FILE 

INST | 


Pending Appln. 





w^m 


Background Appln. 






1 

Summary Sheet 


■1 




i 

Reprints 


Si 





Manuscripts 






— 

Progress Report 







Current Budget 







Confidential Budget 







Appendix 







Other 






















ADDITIONAL INFORMATION 




SS 

CHM 

FILE 

INST 

V/KBK 



H' 

■1 
























OUTSIDE OPINION 




— 







NOTES : 


83 











H'JMAn SUBJECTS 6 points 

I- It. URL JO 

E. Human Subjects. !( you have marked Item 4a on the Face Page of the application "YES," 
and designated no exemptions from the regulations, address the following six points. 

\. Provide a detailed description of the proposed involvement of human subjects in the work 
previously outlined in the experimental design and methods section. Describe the character- 
istics of the subject population, including their anticipated number, age, ranges, sex, ethnic 
background, and health status, identify the criteria for inclusion or exclusion. Explain the ration- 
ale for the involvement of special classes of subjects, if any, such as fetuses, pregnant women, 
children, human in vitro fertilization, prisoners or other Institutionalized Individuals, or others 
who are likely to be vulnerable. 

2. Identify the sources of research material obtained from individually identifiable living human 
subjects in the form of specimens, records, or data. Indicate whether the material or data will 
be obtained specifically for research purposes or whether use will be made of existing 
specimens, records, or data. 

3. Describe plans for the recruitment of subjects and the consent procedures to be followed, in- 
cluding the circumstances under which consent will be sought and obtained, who will seek 
it, the nature of the information to be provided to prospective subjects, and the method of 
documenting consent. State if the institutional review board (IRB) has authorized a modifica- 
tion or waiver of the elements of consent or the requirement for documentation of consent. 

The consent form, which must have IRB approval, should be submitted to the PHS oniv on 
request. 7 


4 ' Potential risks— physical, psychological, social, legal, or other— and assess their 

likelihood and seriousness. Where appropriate, describe alternative treatments and procedures 
that might be advantageous to the subjects. 


5 ' r? Ced ^ re9 ° r profecting a 9 ainst ° r minimizing any potential risks, Including risks 

tar antuanT ^r' ^ asSe !, S thSlr likely effectiveness ' Where appropriate, discuss provisions 
the subnet* mSd ' Cal ° r prof6Ssional intervention in the event of adverse effects to 

d,s<: ' lb<, me p,ovislor,s ,or monllo,lng "* aate C0 " 6C “ d 


6 ' ,Msonabl ® "> "Mon 10 tha anticipated benefits to sub- 

reaSt importance ol tha knowledge that may reasonably ha expected to 


sSSESS^essssssss 

=S3S£ SaSSSSSKBSs 

" ,PM "° W * * m ‘ U,, ° " * «* .oorlon o, «. .ppdc, 0 „, * , ueelnBt 


84 



FIGURE 31 

GUIDELINES FOR CHECKING HUMAN SUBJECTS CERTIFICATION 


DEPARTMENT OF HEALTH AND HUMAN SERVICES 
PUBLIC HEALTH SERVICE 
NATIONAL INSTITUTES OF HEALTH 
BETHESDA, MARYLAND 20205 

MARCH 1985 


LIST OF INSTITUTIONS WHICH HAVE ESTABLISHED A 

MULTIPLE PROJECT ASSURANCE OF COMPLIANCE 

WITH HHS REGULATIONS (FORMERLY A GENERAL ASSURANCE) 

FOR THE PROTECTION OF HUMAN SUBJECTS 
( 45 CFR 46, AS AMENDED MARCH 8, 1983) 


1 . INCOMING PROPOSALS - GRANTS OR CONTRACTS 

a* If the professi onal review of a proposal indicates that the project 
does not involve human subjects (as indicated on ^ box on f ace/si gnature 
page of application), as defined in 45 CFR 46, the application can be processed 
without further regard to the question of institutional assurances. 

b. If the professional review of a proposal indicates that the project 
does involve human subjects (as indicated on Yes box on face/si gnature 
page of application), the next step is to determine whether the institution 
has indicated in item 4 that the research is exempt as defined in 45 CFR 
46.101(b) or has indicated that the Form HHS 596 is enclosed with the 

appl i cation . 

-If the institution has indicated that the proposed research 
is exempt from 45 CFR 46, and professional review of the proposed 
research is in agreement with the institutional designation 
of exemption, the application can be processed without further 
regard to the question of institutional assurances. 

-If human subjects are involved, the Form HHS 596 must be reviewed 
to determine the status of or need for an assurance. 

* 

c. Draft requests for proposals (RFPs or RFAs) should be reviewed to 
determine whether the proposed research will involve human subjects. 

If human subjects will be involved and the research is not exempt from 
45 CFR 46 as defined at 46.101(b), tho RFP should include the "Notice 
to Offerors" required by 41 CFR 3-4. 5504(a). Offerings and proposals 
submitted in response to the RFP should be handled as in l.b, above. 
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FIGURE 31 (cont) 

d. Operating agencies may define "submission date" to fit adm i n i strat i vo 
requirements. It is suggested that solo source responses to RFPs should 
be considered to bo submitted as of the closing date of the RFP and 
should then be handled as in l.b. above. 

q. Competitive responses to RFPs should bo considered to be submitted 
as of the date of submission of the best and final offer/ after establishing 
the zone of consideration or source selection, and should then proceed 
as in l.b. above . 

2. ASSURANCE STATUS AND SUBMISSION OF CERT I FI CATIONS, - Whenever possible, 
the review and approval by Institutional Review Boards (IRBs) should 
occur prior to submission of th© application or proposal and a 
certification to that effect should be included in or with the 
application or proposal itself, on Form HHS 596 (Rev. 1/82). 

Under no circumstances will the review of an application by the 
Department of Health and Human Services be completed until 
certification is received. 

Institutions with an approved Multiple Project Assurance (formerly 
a General Assurance) must submit cert i f i cat i on within 60 days after 
the deadline or submission date for which the application or 
proposal was submitted. Item A of the Form HHS 596 must indicate 
that the institution has an approved assurance of compliance on 
file, giving the identification number of the assurance under which 
the application or proposal was reviewed and approved and the 
identification number of the IRB which approved the application or 
proposal . 

Institutions without an approved Multiple Project Assurance 
(formerly a General Assurance) must indicate that status by 
checking the appropriate box in Item 4 on Form HHS 596 
accompanying the application or the proposal. Within 30 days of 
the receipt of a written request from the Office for Protection 
from Research Risks (OPRR), the institution must submit the 
required assurances of compliance and certification of the IRB 
review and approval of the application or proposal. 

3. RESTRICTION CODES are presented as a suffix to the Multiple Project 
Assurance "M" number, A restriction is based on the composition 

of the IRB(s) and indicates that additional expertise on the 
Institutional Review Board is necessary for particular activities 
requiring certification . 

An XM suffix indicates that the IRB has an insufficient number 
of medical members. A proposed activity requiring medical 
expertise to assess risks, benefits, and the adequacy of 
safeguards cannot be certified under an XM restriction. 

An XB suffix indicates that the IRB has an insufficient number 
of members expert in the behavioral sciences. A proposed 
activity requiring behavioral expertise to assess risks, 
benefits, and the adequacy of safeguards cannot be certified 
under an XB restriction. 
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FIGURE 31 (cont) 

Whan an application or proposal comes within the scope of a restricted 
IRB, the IRB must add additional members to offset the restriction. Their 
names and qual i f i cat i ons must be reported to and approved by OPRR prior 
to the award of fjnds. 

4. ALL QUESTIONS regarding the status of Multiple Project (formerly General) 
or Single Project (formerly Special) Assurances of Compliances and other 
matters concerning the protection of human subjects of research should 

be di rected to s 

The Office for Protection from Research Risks (OPRR) (301) 496-7041 

5. FORMS 

Bulk orders for additional copies of Form HHS 596 should be addressed to? 

Office Service Section 
Division of Research Grants 
National Institutes of Health 
Westwood Building, Room A— 1 7 
Bethesda, Maryland 20205 

Single copies of Form HHS 596 can be obtained from OPRR. 


Office for Protection 
from Research Risks 
9000 Rockville Pike 
Building 31, Room 4BQ9 
Bethesda, Maryland 20205 


Charles R. McCarthy, Ph.D. 
Director/ Office for Protection 
from Research Risks 
Office of the Director 
National Institutes of Health 
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FIGURE 31 (cont) 


INSTITUTIONS WITH A MULTIPLE PROJECT ASSURANCE AS OF MARCH 1985 
ASSURANCE 

NUMBER STATE/ INSTITUTION CITY 


ALABAMA 

M1149 Alabama* University of* Birmingham Birmingham 

Ml 07 ^ Alabama* University of University 

Ml 223 South Alabama University of* including Mobile 

the Medical Center 

miMA 

Ml 1 08 Arizona State University Tempo 

M1233 Arizona* University of Hlth Sciences Ctr Tucson 

M1435-XB St. Joseph’s Hospital and Medical Center Phoenix 

ARKANSAS 

M1451-XB Arkansas* University of* Medical Center Little Rock 

CAJJFOSNiA 

M1 336-XM American Institutes for Research in Palo Alto 

Behav i or al Sciences 

M1329 California Institute of Technology Pasadena 

M1400 California State Health and Welfare*... Sacramento 

(all Agency Departments) 

M1349 California* University of* Berkeley Berkeley 

(incl The Laurence Berkeley Laboratories & 

The Donner Laborator i es) 

Ml 325 California* University of* Davis * Davis 

Ml 305 California* University of* Irvine Irvine 

Ml 1 27 California* University of, Los Angeles Los Angeles 

Ml 1 47 California* University of* Riverside Riverside 

Ml 27 4 California* University of* San Diego (incl.. .La Jolla 

Veterans Admi n i strat i on Medical Center 
3 San Diego) 

Ml 169 California* University of, San Francisco San Francisco 

(incl the Gladstone Foundation Laboratories 
for Cardi ©vascular Research) 

RESTRICTION CODES 

XM ~ No Medical or IND Studies 

XB No Behavioral Studies 
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FIGURE 31 (cont) 


INSTITUTIONS WITH A MULTIPLE PROJECT ASSURANCE AS OF MARCH 1985 


ASSURANCE 

NUMBER STATE/INSTITUTION CITY 


M1244 California/ University of, Santa Barbara Santa Barbara 

M1205-XM California/ University of, Santa Cruz Santa Cruz 

Ml 1 57 Cedars-Sinai Medical Center Los Angeles 

Ml 068 Childrens Hospital Med. Ctr . of N. Calif Oakland 

Mil 18 Children's Hospital of Los Angeles ....Los Angeles 

M1433-XB Children's Hospital of San Francisco San Francisco 

Ml 043 City of Hope National Medical Center# Duarte 

(incl. Beckman Research Institute) 

M1301 Harbor-University of California/ Torrance 

Los Angeles Medical Canter 

M1 306 Institute for Medical Research (incl San Jose 

Santa Clara Valley Medical Center) 

Ml 312 Kaiser Foundation Research Institute/ Oakland 

Kaiser Foundation Hospitals in Oakland/ 


Los Angeles# San Francisco (CA)# Honolulu# 


Ohio Region# and the Kaiser Services 
Research Center in Portland# Oregon 

M1383 La Jolla Cancer Research Foundation La Jolla 

M1415-XB Lawrence Livermore National Laboratory ....... L i vortnore 

Ml 295 Loma Linda University Loma Linda 

(incl The Medical Ctr 8 Community Hosp) . . . . Ri versi de 
Ml 372 Los Angeles County-University Los Angeles 


of Southern California Medical Center# (incl 
the Schools of Medicine# Dentistry# Pharmacy 
and Nursing# and the Cancer Ctr# the Doheny 
* Eye Fnd# and the Campus Outpatient Facilities 
M1 386 Los Angeles County King/Draw Med Ctr incl.... Los Angelas 

the Medical Schools# the General Hospital 
and the Professional Staff Association Fdn 
M1 373-XB Memorial Hospital Medical Cantor/Long Beach.. Long Beach 


Ml 419 Mental Rosearch Institute Palo Alto 

M1293 Mount Zion Hospital and Medical Center San Francisco 

M1 380-XB Northern California Cancer Program Palo Alto 

Ml 179 Pacific Medical Center (includes San Francisco 


Presbyterian Hospital# The University pf 
the Pacific Dental School and The Medical 
Research Institute components as follows; 


RESTRICTION CODES 

XM — No Medical or IND Studies 

XB — No Behavioral Studies 
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FIG URL 11 (coat ) 


INSTITUTIONS WITH A MULTIPLE PROJECT ASSURANCE AS OP MARCH 1985 


ASSURANCE 

NUMBER STATE/ INSTITUTION CITY 


Ml 1 7 9 Pacific Medical Cont ar . . . . C Cent i nuod ) 

Heart Research Institute, Institute of 
Biomedical Engineering Sciences, Institute 
of Epidemiology and Behavioral Sciences, 
Institute of Cancer Research, Institute of 
Neurological Sciences, Kuzall Institute for 
Art hr i t i s Research, Smi th"*Kett 1 ewe 11 
Institute of Visual Sciences and the Smith- 


Kettlowoll Eye Research Foundation 

M1005-XB Palo Alto Medical Research Foundation Palo Alto 

Ml 114 Rancho Los Amigos Hospital and ...Downey 

Professional Staff Association 

M1031 Rand Corporation Santa Monica 

M1022 Salk Institute ....San Diego 

M1436 San Diego State University San Diego 

M1204-XM San Francisco State University San Francisco 

Ml 1 65 San Jose State University .San Jose 

M102Q-XM Scientific Analysis Corporation (includ- San Francisco 

ing the Institute for Scientific 
Analysis (and Performance Sites in 
Berkeley, San Francisco and Panorama City) 

M1294-XB Scripps Clinic and Research Foundation La Jolla 

Ml 299 Southern California, University of Los Angeles 

(University Park campus) 

M108S SRI International Menlo Park 

M1 272 Stanford Univ (inc., Children's Hospital) Stanford 

and the V A Medical Center at Palo Alto) 

M1292 Veterans Administration Center Sepulveda 

M1165 Veterans Administration Hospital Long Beach 

Veterans Admi ni str ati on Medical Center Martinez 

M1087 Veterans Administration Wadsworth Los Angeles 

Medical Center 

M1158-XM Wright Institute Barkalov/ 


HI 224 
Ml 153 
M1144-XM 


ooimm 


Children's Hospital of Denver Denver 

Colorado State University Fort Collins 

Colorado, Univorsity of Bouldor 


ND Studies 
tudi es 


MARCH 1985 


nn 




FIGURE 31 (cone) 

INSTITUTIONS WITH A MULTIPLE PROJECT ASSURANCE AS OF MARCH 1985 


ASSURANCE 

NUMBER STATE/INSTITUTION CITY 


Ml 252 Colorado/ University of Health Sci Ctr Denver 

(incl. VA Medical Center) 

M1410-XM Denver, University of (incl Denver 


Denver Research Institute/ Academic Research 
Center/ and Colorado Seminary) 

Ml 009 National Jewish Hosp/Nati onal Asthma Center .. Denver 


CONNECTICUT 


M1057 Connecticut State Department of Health Hartford 

Ml 023 Connecticut/ University of Storrs 

Ml 345 Connecticut/ University of/ Hlth Center Farmington 

Ml 070 Connecticut Valley Hospital Middletown 

M1421-XB Hartford Hospital Hartford 

M14S2 Haskins Laboratories. New Haven 

M1 094 Institute of Living Hartford 

Ml 452 John B. Pierce Fdn of Connecticut/ Inc New Haven 

M1470 Newington Children's Hospital Newington 

Ml 276 Saint Francis Hospital 8 Medical Ctr Hartford 

M1437 Waterbury Hospital Haterbury 

Ml 452 Yale University New Haven 


Ml 360 
Ml 366 


DEL A W ARS 

Delaware, University of 

Wilmington Medical Center, Inc 


Newark 
Wi lmington 


M1336-XM 


M122S-XB 
Ml 086-XM 
M1066-XM 
Ml 31 6 


DISTRICT OF COLUMBIA 

Amorican Institutes for Research In the. 
Behavioral Sciences (incl sites in 
Washington, D.C., Palo Alto, Ca., 
Cambridge, Ma., and Bedford, Ma.) 

American National Red Cross 

Bureau of Social Science Research, Inc.. 

Catholic University of America 

Children’s Hospital National Medical Ctr 


Washington 


Washington 
Washi ngton 
Washington 
Washington 


RESTRICTION CODES 

XM — No Medical or IND Studies 

XB — No Behavioral Studies 
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FIGURE 31 (cont) 

INSTITUTIONS WITH A MULTIPLE PROJECT ASSURANCE AS OF MARCH 1985 


ASSURANCE 

NUMBER STATE/ INSTITUTION CITY 


Ml 31 8-XM Galiaudet Col lags Washington 

M1125 Georg© Washington University Washington 

Ml 255 Georgetown University Washi ngton 

Ml 46 9 Gorgas Memorial Institute of Washington 

Tropical 8 Preventative Medicine, Inc 

Ml 1 02 Howard University Washington 

Ml 2 1 9 National Academy of Sciences, including Washington 

National Academy of Engineering, 

Institute of Medicine, and National 
Research Counci 1 

M1408 Veterans Administration Medical Center Washington 

M1454-XB Washington Hospital Center Washington 


E UJR IP A 


M1350 Florida State Department of Health and Tallahassee 

Rehab i 1 i tat i ve Servi cos 

Ml 339-XM Florida State University Tallahassee 

M1266 Florida, University of « . . , Gai nesv i 1 le 

M1101-XB Miami Heart Institute Miami Beach 

Ml 1 9 6 Miami, University of Coral Gables 

M1196 Miami, University of Miami 

M1124-XB Mt Sinai Medical Center of Greater Miami Miami Beach 

Ml 196 Papanicolaou Cancer Research Institute Miami 

Ml 284 South Florida, University of .Tampa 

Ml 196 Veterans Admini atrat i on Medical Center Miami 


GE OR GIA 


Ml 1 91 Centers for Disease Control, PHS Atlanta 

M1346-XM Emory Univ Graduate Sch of Arts and Sci Atlanta 

M1427-XM Emory Univ Nell Hodgson Woodruff School Atlanta 

of Nursing 

M1425-XB Emory Univ School of Dentistry Atlanta 

Ml 426 Emory Univ School of Medicine Atlanta 

Ml 026 Georgia Dept of Human Resources, Atlanta 

All Units 


RESTRICTION CODES 

XM ~ No Medical or IND Studies 

XB ~ No Behavioral Studios 
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FIGURE 31 (cont) 

INSTITUTIONS WITH A MULTIPLE PROJECT ASSURANCE AS OF MARCH 1985 
ASSURANCE 

NUMBER STATE/INSTITUTION CITY 


M1395 Georgia Institute of Technology, Atlanta 

including Engineering Experiment 
Station, and Georgia Tech Research 
Inst i tuto 

Ml 112 Georgia, Medical College of .Augusta 

Ml 047-XM Georgia, University of, and Research Athens 

Foundat i on 

Ml 220-XB Natl. Inst for Occupational Safoty 8 Hlth Atlanta 

M1461-XB University Hospital Augusta 

HAWAII 

Ml 217 Hawaii, University of, at Manoa.... Honolulu 

M1312 Kaiser Foundation Hospitals (In all Honolulu 

regions plus the Kaiser Foundation 
Research Institute: see California 

ISAM 

f'1247-XB Mountain States Tumor Institute Boise 

UJJMIS 

M1365 American Dental Assn and ADA Health Fdn Chicago 

M1321-XM Anna Mental Health and Developmental Ctr Anna 

M1264 Chicago, University of (Division of Chicago 

Biological Sciences and Pritzker Sch 
of Medicine, Division of Social Sci, 

Sch of Social Service Administration, 
and Related Units) 

Ml 245 Children’s Memorial Hospital Chicago 

M1236 Downey Veterans Administration Hospi tal Downey 

M1472 Edward Hines Jr. VA Hospital Hines 

Ml 396 Evanston Hospital ..Evanston 

M1 236 Hlth Sci, Univ of/Chicago Medical Sch Chicago 

M1150 Hektoen Institute for Medical Research Chicago 

M1 364 Illinois Cancer Council .Chicago 

R ESTRI C TION CODES 

XM -- No Medical or IND Studies 

XB — No Behavioral Studies 


MARCH 1985 


93 


FIGURE 31 (cont) 

INSTITUTIONS WITH A MULTIPLE PROJECT ASSURANCE AS OF MARCH 1985 
ASSURANCE 

NUMBER STATE/INSTITUTION CITY 


M1279 Illinois State Psychiatric Institute Chicago 

Ml □ 9 5 Illinois# University of, at Chicago Chicago 

M1095 Illinois, University of, Medical Center Chicago 

Campus, including Rockford School of 
Medicine, and Peoria School of Medicine 

Ml 004 Illinois, Univ of, and all components Urbana 

at Urbana-Champoi yn 

Ml 387 Loyola University Medical Center Maywood 

Ml 014 Michael Reese Hospital and Medical Ctr .Chicago 

Ml 367 Mount Sinai Hospital Medical Center Chicago 

of Chicago 

M1413 Northern Illinois University * DeKalb 

Ml 31 9 Northwestern Medical Faculty Foundation 

Northwestern Memorial Hospital Chicago 

Northwestern University Chicago 

Northwestern University . , Evanston 

Ml 3 1 9 Rehabilitation Institute of Chicago Chicago 

M1385 Rush-Presbyter i an-St Luke*s Medical Ctr Chicago 

M1042 Southern Illinois University . Carbondaie 

Ml 1 37 Southern Illinois University ,. . . . Edwardsvi lie 

M1311 Southern Illinois Univ Sch of Medicine Springfield 

Ml 31 9 VA Lakeside Hospital of Chicago .....Chicago 

Ml 1 7 3 Western Illinois University Macomb 

IKPIANA 

Ml 028 Fort Wayne State Hosp and Training Ctr Ft Wayne 

Ml 1 67 Indiana Univ and Indiana Univ Foundation Bloomington 

Indi anapol i s 

Ml 1 67 Indiana Univ-Purdue Univ (Med Facility) Indianapolis 

M167 Indiana University Regional Campuses at 

Fort Wayne, Gary, Kokomo, New Albany, 
and South Bend 

Ml 1 67 Indianapolis Center for Advanced Research .... Indi anapol i s 

M1342-XB Methodist Hospital of Indiana, Inc.. Indianapolis 

M1 262-XM Notre Dame, University of Notre Dame 

Ml 162 Purdue Univ and Purdue Research Fdn West Lafayette 

RESIRLCIIflH JCP PE 5. 

XM — No Medical or IND Studies 

XB — No Behavioral Studies 
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FIGURE 31 (cont) 

NSTITUTI ONS WITH A MULTIPLE PROJECT ASSURANCE AS OF MARCH 1985 
URANCE 

UMBER STATE/INSTITUTION CITY 


IOWA 

M1361-XM Iowa State Univ of Science and Technology ... .Ames 

Ml 080 Iowa, University of Iowa City 


KA NS AS 


M1296 Kansas State University Manhattan 

Ml 234 Kansas, University of - Lawrence Campus Lawrence 

Ml 122 Kansas, University of, Kansas City 

College of Health Sciences and Hospital 

Ml 432 Menninger Foundation Topeka 

Ml 051 Midwest Research Institute Kansas City 

M1096-XB V A Medical Center Kansas City 


KENTUCKY 

Ml 324 Kentucky, Univ of, and the Research Fdn Lexington 

Ml 1 89 Louisville, University of, & Humana Hospi tal . Uni versi ty 

M1 324 Veterans Administration Hospital Lexington 


LOUISIANA 


Ml 046 Alton Ochsner Medical Foundation New Orleans 

Ml 1 28 Louisiana State Univ and A 8 M College Baton Rouge 

Ml 1 29-XM Louisiana State Univ in Baton Rouge Baton Rouge 

Ml 1 30 Louisiana State Univ Medical Center New Orleans 

Ml 1 31 Louisiana State Univ Medical Center Shreveport 

Ml 1 32-XM Louisiana State Univ Alexandria 

Ml 1 33-XM Louisiana State Univ Eunice 

Ml 1 34-XM Louisiana State Univ of, Shreveport Shreveport 

Ml 1 35-XM Louisiana State Univ New Orleans 


SIR.L CTIQN ...C.QP E 5, 

— No Medical or IND Studies 

— No Behavioral Studies 
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FIGURE 31 (cont) 


INSTITUTIONS WITH A MULTIPLE PROJECT ASSURANCE AS OF MARCH 1985 
ASSURANCE 

NUMBER STATE/ INSTITUTION CITY 


Ml 039-XM Pinocrest State School Pinevillo 

M1 260-XB Tulane Medical Center New Orleans 

M1267-XM Tulane University# except Medical Center New Orleans 

MAINE 

Ml 148 Aroostook Modical Center Presque Isle 

Ml 353 Easts. n Maine Medical Center..... Bangor 

Ml 1 97 Maine Medical Center Portland 

MARYLAND 

Ml 140 Francis Scott Key Medical Canter Baltimore 

M1222-XB Frederick Cancer Research Center Frederick 

M1175 Friends Medical Science Research Ctr Inc Baltimore 

Ml 01 5 John F. Kennedy Institute for Baltimore 

Handicapped Children 

M1091-XM Johns Hopkins University Faculty of Arts Baltimore 

and Sciences 

M1 090 Johns Hopkins Univ School of Hygiene and Baltimore 

Public Health 

M1011 Johns Hopkins Univ School of Medicine and .... Balt i more 

Johns Hopkins Hospital 

M1174 Maryland, Univ of, at Baltimore Baltimore 

M1265-XM Maryland, Univ of, Baltimore Cnty Catonsvillo 

M1362-XM Maryland, Univ of, at Collage Park College Park 

M1000 NIH, Clinical Center, all Institutes & Uni ts . Bethesda 

M1338 Sinai Hospital of Baltimore, Inc Baltimore 

M1459-XM Survey Research Associate Inc Baltimore 

M1441 U.S. Food & Drug Admi n i strat i on/PHS/HHS Rockville 

RESTRICTION CODES 

XM — No Medical or IND Studies 

XB — No Behavioral Studies 
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FIGURE 31 (cone) 


INSTITUTIONS WITH A MULTIPLE PROJECT ASSURANCE AS OF MARCH 1985 
ASSURANCE 

NUMBER STATE/ 1 NS T I TUT I ON CITY 


MASSACHUSETTS 

M1336-XM American Institutes for Research In Bedford 

the Behavioral Sciences 

M1336-XM American Institutes for Research in Cambridge 

the Behavioral Sciences 

Ml 310 Beth Israel Hospital Boston 

Ml 409 Boston City Hospital Boston 

M1428-XM Boston Univ, Charles Rivor Campus Boston 

M1290-XB Boston Univ Medical Center Boston 

M129Q-XB Boston Univ School of Graduate Dentistry Boston 

M1290-XB Boston Univ School of Medicine (incl Boston 

School of Public Health) 

M1416-XM Brandeis University Waltham 

Ml 049 Brigham and Woman's Hospital Boston 

M1271-XB Center for Blood Research, Inc... Boston 

M1443-XM Clark University Worcester 

Ml 034-XB Dana e arber Cancer Institute, Inc Boston 

Ml 378 Eunice Kennedy Shriver Ctr f/Mnt Retard Inc.. Waltham 

M1352-XB Eye Research Institute of Retina Fnd ....Boston 

Ml 024-XB Forsyth Dental Center Boston 

M1240 Harvard Medical School Boston 

Ml 240 Harvard School of Dental Medicine Boston 

Ml 084 Harvard Univ, Faculty of Arts and Sci ...Cambridge 

Ml 093-XM Harvard Univ, Graduate Sch of Education Cambridge 

Ml 208 Harvard Univ, School of Public Health Boston 

Ml 286 Joslin Diabetes Canter Boston 

M1 288-XB Lahey Clinic Foundation, Inc Boston 

M1417-XB Lemuel Shattuck Hospital Jamaica Plain 

Ml 409 Long Island Hospital Boston 

Ml 243 Mass Dept of Mental Hoalth Boston 

Ml 354-XB Massachusetts Eye and Ear Inf i rmary .......... Boston 

Ml 331 Massachusetts General Hospital Boston 

Ml 377 Massachusetts Institute of Technology Cambridge 

Ml 431 Massachusetts Mental Health Center ,.... Boston 

Ml 431 Massachusetts Mental Health Research Carp .... Boston 

Ml 003 Massachusetts, University of - Amherst ....... Amherst 

Ml 207 Massachusetts, University of. Mod Sch ..Worcester 

Ml 409 .Mattapan Hospital Mattapan 

Ml 287 McLean Hospital Corporation Belmont 

RESTRICTION CODES 

XM — No Medical or IND Studies 

XB — No Behavioral Studies 
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FIGURE 31 (cont) 


INSTITUTIONS WITH A MULTIPLE PROJECT ASSURANCE AS OF MARCH 1985 


ASSURANCE 

NUMBER STATE/INSTITUTION CITY 


M1429 Mount Auburn Hospital Cambridge 

M1289-XB New England Deaconess Hospital Boston 

M1440 Now England Medical Cantor Hospital Boston 

M1298 North Charles Mental Health Research & Cambridge 

Training Foundation, Inc 

Ml 27 5 Northeastern University Boston 

M1460 St. Elizabeth's Hospital of Boston Boston 

M1176-XB St Margaret's Hospital for Women Boston 

M1273 The Children's Hospital Corporation, Inc Boston 


M1409 Trustees of Hlth $ Hosps, Cty of Boston . Inc Boston 

(Boston City, Hosp., Long Island Hosp . , 

Mattapan Hosp., Dorchester House Neighborhood 
Hlth Crt., Whittier St Neighborhood Hlth 
Ctr . , Harvard St Neighborhood Hlth Ctr, 

East Boston Neighborhood Hlth Crt., 

South Boston Neighborhood Hlth Cr « , 8 


Uphams Corner Hlth Center) 

MT439 Tufts-New England Medical Center Boston 

Ml 43$ Tufts University - Boston ....Boston 

Ml 328 Tufts University - Medford Medford 

M1290-XB University Hospital, Inc Boston 

M1378 Walter E. Fernald Stato School Belmont 

M119G-XB Worcester City Hospital Worcester 

Ml 229 Worcester Foundation for Experimental Shrewsbury 

Biology 


michlom 


M1232 Children's Hospital of Michigan ... Detroit 

M1340 Detroit, University of Detroit 

Ml 191 Edsel B, Ford Institute for Med Research Detroit 

MI191 Henry Ford Hospital Detroit 

Ml 235 Lafayette Clinic * .Detroit 

M1341~XB Michigan Cancer Foundat i on . . . . Detroit 

M1320 Michigan Department of Public Health Lansing 


R_ESJRI.CXI.QN COPES 

XM — No Medical or IND Studies 

XB — No Behavioral Studies 
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FIGURE 31 (cont) 

INSTITUTIONS WITH A MULTIPLE PROJECT ASSURANCE AS OF MARCH 198S 


ASSURANCE 

NUMBER STATE/ INSTITUTI ON CITY 


Ml 239 
Ml 1 3 A 
Ml 184 
Ml 1 34 
Ml 071 
Ml 20 1 
Ml 26 1 
Ml 192-XM 


Michigan State University 

Michigan^ University of 

Michigan/ University of 

Michigan, University of.* 

Oakland University 

Veterans Admi n i strat i on Med Ctr-Ann 

Wayne State University 

Western Michigan University 


East Lansing 

Ann Arbor 

Dearborn 

Flint 

Rochester 

Arbor * . . , Ann Arbor 

Detroit 

Kalamazoo 


MINNESOTA 


Ml 1 54-XB Hennepin County Medical Center Minneapolis 

M1 006 Mayo Foundation and Mayo Clinic Rochester 

M1154-XB Minneapolis Medical Research fdn, Inc Minneapolis 

Ml 337 Minnesota/ University of, Horntel Insti tute . . . Austi n 

Ml 337 Minnesota/ University of, * Crookston 

M1 337 Minnesota/ University of Duluth 

M1 337 Minnesota/ University of Minneapolis 

M1 337 Minnesota/ University of .......Morris 

M1 337 Minnesota/ University of St Paul 

Ml 337 Minnesota/ University of, Waseca 

M1 337 Minnesota/ University of Hospital 8 Med Ctr . . Mi nneapol i s 

M1160-XB Veterans Administration Medical Center Minneapolis 


tmai&aim 


M1237-XM Mississippi, University of (Main Campus) University 

M1 045 Mississippi, University of, Medical Ctr Jackson 


Mia&auBi 


M1168-XM American Nurses 1 Association/ Inc Kansas City 

M1 053 Ellis Fischel State Cancer Ctr (incl Columbia, 

Cancer Research Center) 

M13S2 Jewish Hospital of St Louis St Louis 


smEi m oiLcaMi 

XM ■— No Medical or IND Studies 
XB -- No Behavioral Studies 
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FIGURE 31 (coat) 

INSTITUTIONS WITH A MULTIPLE PROJECT ASSURANCE AS OF MARCH 1985 
ASSURANCE 

NUMBER STATE/INSTITUTION CITY 


M1412-XB Kirksville Call of Osteopathic Medicine Kirksville 

Ml 051 Midwest Research Institute... Kansas City 

M1017 Missouri, University of Columbia 

Ml 0 1 7 Missouri, University of Kansas City 

Ml 1 1 9 St Louis University Medical Center St Louis 

M1 096-XB Veterans Admin Medical Center Kansas City 

M1 397-XM Washington University (excluding Sch of St Louis 

Medicine and Dentistry) 

Ml 123 Washington University School of Medicine St Louis 

NEBRASKA 

Ml 117 Creighton University Omaha 

Ml 21 8 Father Flanagan's Boys' Home Boys Town 

M1317 Nebraska, Univ of, incl Medical Ctr & Omaha 

University Hospital 

Ml 31 7 Nebraska, Univ of, Lincoln 

NEVADA 

Ml 164 Nevada, University of, Reno Campus Reno 

(includes all components of the Univ, 

Reno Campus) 

M1 379-XM Dartmouth College (Arts & Sciences) Hanover 

Ml 048 Dartmouth Medical School Hanover 

Ml 278 New Hampshire, University of Durham 

N-EH- J E RS EY 

M1466 Center for Molecular Medicine and Immunology . Newark 

M1418-XM Educational Testing Service Princeton 

R-E Sm i C T I -P N PO P E ? 

XM — No Medical or IND Studies 
XB — No Behavioral Studies 
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INSTITUTIONS WITH A MULTIPLE PROJECT ASSURANCE AS OF MARCH 1985 
ASSURANCE 

NUMBER STATE/INSTITUTION CITY 


M1 069-XB Institute for Medical Research Camden 

Ml 202 Newark Both Israel Medical Center Newark 

Ml 0 02-XM Princeton University Princeton 

Ml 370 Rutgers, The State Univ of New Jersey Camden 

M1 370 Rutgers, The State Univ of New Jersey New Brunswick 

Ml 370 Rutgers, The State Univ of New Jersey Newark 

Ml 465 UMDNJ-New Jersey Dental School ►Newark 

Ml 466 UMDNJ-New Jersey Medical School Newark 

M1464 UMDNJ-New Jersey School of Ostoopathi c Pi scataway 

Medi c i ne 

Ml 467 UMDNJ-Rutgers Medical School Piscataway 

m m s 

M1330-XM New Mexico, University of . Albuquerque 

M1 450 New Mexico, University of. Medical Center .... Albuquerque 

MBUOM 

Ml t 87 Agricultural and Technical Coll., SUNY Farmi ngdale 

Ml 1 21 Albany Medical College of Union Univ C i ncl ... Albany 

VA Medical Center) 

Ml 193 American Health Foundation New York 

M1313-XB Associated Uni vorsi ties, Inc, including Upton 

Brookhaven National Laboratory, and 
Hospital of the Medical Research Center) 

Ml 381 Beth Israel Medical Center, also New York 

Hospital for Joint Diseases and the 
Or t hoped i c Inst i tute ♦ 

M1 374-XM Canisius College Buffalo 

M1199-XM Center for Policy Research, Inc New York 

Ml 3 1 4 Children's Hospital of Buffalo Buffalo 

M1356-XB Columbia Presbyterian Medical Center (incl...New York 
Presbyterian Hospital & the Health Sciences 
Division of Columbia University) 

M1309-XM Columbia Univ, except Hlth Sci Division New York 

RESTRICTION CODES 

XM — No Medical or IND Studies 

XB — No Behavioral Studies 
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FIGURE 31 (cent) 

INSTITUTIONS WITH A MULTIPLE PROJECT ASSURANCE AS OF MARCH 1985 
ASSURANCE 

NUMBER STATE/ INSTITUTION CITY 


M1 393-XM Columbia University, Teacher’s College New York 

M1269 Cornell Univ, (except Univ Medical Ctr ) Ithaca 

Ml 1 85 Cornell University Medical Center (incls New York 

Medical College, N.Y. Hospital and 
Cornell University Graduate School of 
Medical Sciences) 

M1178-XB Eastman Dental Center...* Rochester 

M1142-XM Empire State College SUNY Saratoga Springs 

M1463-XM Fordham University Bronx 

Ml 058 Genesee Hospital . Rochester 

Ml 037 Health Research, Inc, Roswell Park Div Buffalo 

Ml 109 Hospital for Special Surgery New York 

M1351 Jewish Board of Family and Children’s New York 

Services, Inc 

Ml 007 Kingsbrook Jewish Medical Center and Brooklyn 

Isaac Albert Research Institute 

Ml 097 Long Island Jewi sh-Hi llsi de Medical Ctr New Hyde Park 

M1333-XB Maimonides Medical Center and Coney Brooklyn 

Island Hospital (Associated Institutions) 

Ml 151 Mary Imogene Bassett Hospital , .Cooper stown 

Ml 21 0 Memorial Sloan Kettering Cancer Center New York 

Ml 062 Montefiore Hospital and Medical Center. .Bronx 

Ml 155 Mount Sinai School of Medicine of CUNY New York 

Ml 055 Nassau County Medical Center, including East Meadow 

Meadowbrook Medical Education and 
Research Foundation, Inc 

Ml 445~XM New School for Social Research New York 

Ml 052-XB New York Blood Center, Inc New York 

Ml 111 — XM New York, City Univ of, Bernard Baruch Coll.. New York 

M1111-XM New York, City Univ of, Borough of New York 

Manhattan Community College 

M1111-XM New York, City Univ of, Bronx Cmty Coll Bronx 

M1111-XM New York, City Univ of, Brooklyn College Brooklyn 

M1111-XM New York, City Univ of. City College ......... New York 

M1111-XM New York, City Univ of, College of ...... , .... Staten Island 

Staten Island 

M1111-XM New York, City Univ of, Graduate School New York 

and University Center 

M1111-XM -New York, City Univ of, Herbert H Bronx 

Lehman College 

RESTRICTION CODES 

XM — No Medical or IND Studies 

XB — No Behavioral Studies 
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FIGURE 31 (cont) 


INSTITUTIONS WITH A MULTIPLE PROJECT ASSURANCE. AS OF MARCH 1985 
ASSURANCE 

NUMBER STATE/INSTITUTION CITY 


Ml 111 — XM New York, City Univ of, Hostos Cmty College .. Bronx 

M1111-XM New York, City Univ of. Hunter College New York 

Ml 1 1 1 -XM New York, City Univ of, John Jay College New York 

of Criminal Justice 

Ml Til — XM New York, City Univ of, Kingsborough ..Brooklyn 

Ml 1 1 1 -XM New York, City Univ of, LaGuardia Cmty Coll.. Queens 

Ml 1 1 1 -XM New York, City Univ of, Medgar Evers Col 1 .... Brooklyn 

Ml 111 — XM New York, City Univ of. New York City Brooklyn 

Technical College 

Ml 1 1 1 -XM New York, City Univ of, Quoans College Flushing 

Ml 1 1 1 -XM New York, City Univ of, Queensborough New York 

Community College 

M1111-XM New York, City Univ of, Research Fdn New York 

Ml 1 1 1 -XM New York, City Univ of, York College Jamaica 

M1241-XB New York State Department of, Hlth (exclus. . .Albany 

(of Roswell Park Memorial Institute) 

M1376 New York State Dept of Mental Hlth ( i ncls .... Albany 

(Research Foundation for Mental Hygiene, Inc 
with some 40 different sites-call the 
Regional coordinator) 

Ml 327 Now York Medical College (Graduate Valhalla 

School of Medical Sciences, Graduate 
School of Hlth Sciences & Medical School) 

M1449-XM New York, State Univ of, at Albany (incl Albany 

Research Foundation of SUNY) 

Ml 209 New York, State Univ of, at Binghamton Binghamton 

Ml 27 0 New York, State Univ of, at Buffalo Buffalo 

Ml 326-XM New York, State Univ of, Geneseo 

Ml 036 New York, State Univ of, at Stony Brook Stony Brook 

M1 064-XM New York, State Univ of, College at Brockport 

Brockport 

Ml 420-XM New York, State Univ of. Coll at Buffalo Buffalo 

M1010-XM New York, State Univ of, Coll at Cortland .... Cortland 

M1242 New York, State Univ of, Coll of Optometry ... New York 

M1181-XM State University College *..... Oneonta 

M1430-XM New York, State Univ of, Coll at Oswego ...... Oswego 

R E SiBiP i i g iuapes 

XM — No Medical or IND Studies 
XB — No Behavioral Studies 
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FIGURE 31 (cunt) 

INSTITUTIONS UITH A MULTIPLE PROJECT ASSURANCE AS OF MARCH 1985 
ASSURANCE 

NUMBER STATE/INSTITUTION CITY 


M1 073 Now York# State Univ of, Downstate Mad * Ctr ... Brooklyn 

and State Univarsity Hospital 

Ml 30 3 New York, Stato Univ of. Upstate Mad Ctr Syracuse 

Ml 250 New York Univ, exclusive of the Med Ctr New York 

Ml 1 77 New York University Medical Center (incl New York 

School of Medicine, Post Graduate Mod Sch 
University Hospital, the Institute of 
Rehabilitation Mod and Cantor Admin) 

M1302 North Shore University Hospital Manhassot 

M1 300 Rensselaer Polytechnic Institute Troy 

M1111-XM Research Fdn of the City Univ of New York.*.. New York 

M1 357 Rochester, University of (includes Rochester 

School of Medicine 8 Dentistry, School of 
Nursing, Strong Memorial Hospital, Center for 
Naval Analysis, College of Arts 8 Sciences, 

Graduate School of Education 8 Human Development 
and the College of Engineering 8 Appied Science) 

M1297 Rockefeller University .....New York 

M1 037 Roswell Park Memorial Institute Buffalo 

M1G83 St* Johns University -...Jamaica 

M1253 St Luke's Roosevelt Institute for Hlth Sci...New York 

(includes St. Lukes-Roosevelt Hospital Center) 

Ml 277 -XB St Mary's Hospital Rochester 

M1227 St Vincent's Hosp 8 Med Ctr of New York New York 

Ml 0 54-XM Syracuse University Syracuse 

M1254-XB Trudeau Institute Saranac Lake 

M1444 Veterans Adm i n i str at i on Hospital Northport 

M1063-XB Yeshiva Univ, Albert Einstein Coll of Med.... Bronx 

NP.Rm-CARfl.lt IN A 

Ml 106 Duke University Medical Center Durham 

M1414-XM Duke University exclusive of the Durham 

Medical Center 

M1389 North Carolina AST State University Greensboro 

Ml 263 North Carolina State University at Ralei gh * . . Ralei gh 

Ml 390 North Carolina, Univ of, at Chapel Hill Chapel Hill 

mm c xm co pes 

XM — No Medical or IND Studies 

XB — No Behavioral Studies 


MARCH 1985 
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FIGURE 31 (cont) 


INSTITUTIONS WITH A MULTIPLE PROJECT ASSURANCE AS OF MARCH 1985 
ASSURANCE 

NUMBER STATE/INSTITUTION CITY 


M1161-X8 Hake Forest Univ, Bowman Gray Sch of Mad Hi nston-Salom 

M1335-XM Waka Forest Univ, Except Sch of Medicine Winston-Salem 

Ml 391 Western Carolina Center Morganton 


m m 


Ml 159 Akron General Medical Center Akron 

Ml 077 Akron, University of Akron 

Ml 221 Battalia Columbus Laboratories of the Columbus 

Battalia Memorial Institute 

Ml 186 Bowling Green State University Bowling Green 

Ml 258 Case Western Reserve University Cleveland 

Ml 170 Children's Hospital Medical Center Cincinnati 

M1424 Children's Hospital Research Fdn, Inc Columbus 

Ml 1 38 Cincinnati, Univ of, incl., Medical Ctr Cincinnati 

M1388-XB Cleveland Clinic Foundation and Cleveland 

Cleveland Clinic Educational Foundation 

M1280 Cleveland Psychiatric Institute Cleveland 

Ml 021 Cox Heart Institute ....Dayton 

Ml 021 Fals Research Institute Yellow Springs 

Ml 1 07 Jewish Hospital of Cincinnati, including Cincinnati 

the School of Nursing, Children's 
Psychiatric Center, and May Institute 
for Medical Research 

M1282-XM Kant State University Kent 

M1166-XB Marymount Hospital Garfield Heights 

M1358 Medical College of Ohio at Toledo..... Toledo 

Ml 1 04 Mount Sinai Medical Cent''* Cleveland 

M1238 Ohio State University and Research Fdn Columbus 

M1203 St Luke's Hospital ....Cleveland 

Ml 398 University Hospitals of Cleveland Cleveland 


Ml 021 Wright State University (All Components) Dayton 

mMsm 

M1092-XB Oklahoma Medical Research Foundation, Inc ... .Oklahoma City 


Ml 1 46 ~ Oklahoma, University of Norman 

M1448 Oklahoma, Univ of. Health Sciences Ctr Oklahoma City 


(includes 25 aff i lated institutions in 
5 other cities-call Regional Coordinator) 

SJESX E 1 £1 I QM -.cop.SS. 

XM — No Medical or IND Studies 
XB — No Behavioral Studies 


MARCH 1985 
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FIGURE 31 (cont) 


INSTITUTIONS WITH A MULTIPLE PROJECT ASSURANCE AS OF MARCH 1985 
ASSURANCE 

NUMBER STATE/INSTITUTION CITY 


OREGON 

M1447-XM Evaluation Research Group Eagan© 

Ml 072 Good Samaritan Hospital and Modical Ctr Portland 

Ml 312 Kaiser Foundation Hospital Portland 

Ml 323-XB Modical Research Foundation of Oregon & Portland 

Oregon Regional Primate Research Ctr 
Ml 21 1 -XM Northwest Regional Educational Laboratory .... Port land 

M1215-XM Oregon Research Institute Eugene 

Ml 099-XM Oregon State University Corvallis 

M1143-XM Oregon, University of Eugene 

M1 359-XB Oregon, Univ of, Hlth Sciences Center, Portland 

including Schools of Medicine, Dentistry, 
and Nursing 

P_EN N S_Y.LV.ARIA 

M1212-XB Albert Einstein Med Ctr, Northern Div Philadelphia 

M1050-XB Allegheny Hlth, Education and Research P 1 ttsburgh 

Corporation - Allegheny-Singer Research 
Corporation 8 Allegheny General Hospital 

M1225 Arthur P, Noyes Research Foundation Norristown 

Ml 462 Carnegi e-Mellon Uni versi ty Pittsburgh 

Ml 257-XB Children 1 * Hospital of Philadelphia Philadelphia 

(Joseph Stokes, Jr., Research Inst of) 

M1 230 Children's Hospital of Pittsburgh Pittsburgh 

M1030 Fox Chase Cancer Center (Institute for Philadelphia 

Cancer Research 8 American Oncologic 
Hospi tal ) 

Ml 1 00-XB Frank 1 i n Inst i tute Phi 1 ado 1 phi a 

M1156-XB Goisingor Medical Center, Institute for Danville 

Medical Education and Research 

RESTRICTION CODES 

XM — No Medical or IND Studies 

XB — No Behavioral Studies 
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FIGURE 31 (cont) 


INSTITUTIONS WITH A MULTIPLE PROJECT ASSURANCE AS OF MARCH 1985 
ASSURANCE 

NUMBER STATE/ INSTITUTION CITY 


M1016-XB Graduate Hospital, The Philadelphia 

M1116-XB Hahnemann Medical College and Hospital Philadelphia 

M1038 H. K. Cooper Institute for Oral-Facial Lancaster 

Anomalies and Communicative Disorders 
(Lancaster Cloft Palate Clinic) 

M1226-XB Lankenau Hospital Philadelphia 

Ml 399-XB Magee-Womens Hospital Pittsburgh 

Ml 025 Marriage Council of Philadelphia, Inc Philadelphia 

M1025 Monell Chemical Senses Center Philadelphia 

M1902-XB Montefiore Hospital Pittsburgh 

Ml 225 Norristown State Hospital Norristown 

Ml 1 1 3 Pennsylvania Hospital... Philadelphia 

Ml 1 39 Pennsylvania, Medical College of Philadelphia 

Ml 195 Pennsylvania State University University Park 

Ml 027 Penn State University Milton S. Hershey Horshoy 

Medical Center 

M1200-XB Pennsylvania College of Podiatric Med Philadelphia 

M1025 Pennsylvania, University of Philadelphia 

M1901-XB Philadelphia Coll of Osteopathic Med Philadelphia 

M1 029 Philadelphia Department of Public Hlth Phi ladelphi a 

Ml 322 Philadelphia Geriatric Center ..Philadelphia 

Ml 996 Philadelphia Psychiatric Center Philadelphia 

M1259 Pittsburgh, University of Pittsburgh 

M1259 Presbyterian-Universi ty Hospital Pittsburgh 

Ml 1 03 Presbyter i an-Uni v of Penn Medical Center Philadelphia 

M1001-XB St Joseph's Hospital Lancaster 

M1922-XM Temple Univ excluding Hlth Sci Ctr Philadelphia 

M1992 Temple University Hlth Sciences Canter Philadelphia 

including St. Christopher 's Hospital 
for Children 

Ml 1 1 5 Thomas Jefferson Univ (All Components) Philadelphia 

M1231-XB Wills Eye Hosp and Research Institute Philadelphia 

M1 397-XB Wistar Institute Philadelphia 

R£S IRi mM QQ P.E.S 

XM — No Medical or IND Studios 

XB — No Behavfbral Studies 


MARCH 1985 
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FIGURE 31 (cont) 

INSTITUTIONS WITH A MULTIPLE PROJECT ASSURANCE AS OF MARCH 1985 
ASSURANCE 

NUMBER STATE/INSTITUTION CITY 


PUERTO RICO 

M1035-XM Catholic University of Puerto Rico Ponce 

M1291-XB Puerto Rico* Univ of, Med Sciences CampU3. . . . San Juan 

Rio Piedras 

RHODE ISLAND 

Ml All Brown University Providence 

Mil 26 — XM Memorial Hospital Pawtucket 

M1307 Rhode Island Hospital ..Providence 

M1457 Rhode Island, University of ...Kingston 

M1041-XB Roger Williams General Hospital Providence 

SOUTH CAROLINA 

M1368-XM Clemson University Clomson 

Ml 075 South Carolina Dept of Hlth & Env Control .... Co lumbi a 

M1281 South Carolina Dept of Mental Health .-...Columbia 

M1012-XB South Carolina, Medical University of Charleston 

M1180 South Carolina, University of Columbia 

SOUTH DAKOTA 

M1206 South Dakota, Univ of Vermillion 

mm 55$ 55 

Ml 194 East Tennessee State University Johnson City 

Ml 384 Meharry Medical College Nashville 

M1394 Oak Ridge Associated Universities Oak Ridge 

M1394 Oak Ridge National Laboratory Oak Ridge 

Ml 01 3 St Jude Children's Research Hospital ......... .Memph.i s 

M1249-XM Tennessee State University Nashville 

M1268-XM Tennessee, University of Chattanooga 

M1056 Tennessee, University of. Center for the . . . . . Memphi s 

- Health Sciences 

Ml 081 Tennessee, University of - Knoxville ...Knoxville 

M1 363 Vanderbilt University, also....... Nasflville 

George Peabody College for Teachers 

RESTRICTION CODES 

XM — No Medical or IND Studies 

XB — No Behavioral Studies 
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FIGURE 31 (cont) 


INSTITUTIONS WITH A MULTIPLE PROJECT ASSURANCE AS OF MARCH 1985 


ASSURANCE 

NUMBER STATE/INSTITUTION CITY 


Ml 453 
Ml 060 
Ml 067-XM 

Ml 1 05 

Ml 1 36 
Ml 47 1 
Ml 308 


M1213-XM 
Ml 078 


Ml 1 1 0 
M1059-XM 
Ml 251 
Ml 098 

Ml 304 

Ml 246 


TEXAS 


Baylor, Collage of Dentistry Dallas 

Baylor College of Medicine Houston 

Houston, University of Houston 

(AKA Southwest Educ Develpment Lab) 

Metropolitan Medical Center (incl San Antonio 

The General Hospital) 

North Texas State University Denton 

Rice University.... Houston 

Texas ASM University System (incl College Station 


Texas Transportation Institute, Texas 
Agricultural Extension Service, Texas 
Agricultural Experimental Station, Texas 
Engineering Extension Service & Texas 
Engineering Experiment Station) 

Texas Tech University Lubbock 

Texas Tech Univ Health Sciences Center, ( incl .Lubbock 
Lubbock General Hosital, RE Thompson General 
Hospital, TTUHSC SAmarillo, High Plains 
Baptist Hospital, Harrington Cancer Canter, 
Northwest Texas Hospital, St. Anthony Hospital, 

VA Hospital ^Amarillo, and the Coffee Memorial 


Blood Center. 

Texas. University of, at Austin Austin 

Texas, University of, at Dallas Richardson 

Texas, Univ of, at El Pa3o £1 Paso 

Texas, University of, Cancer Ctr (and ? ts. ... Houston 

M.D. Anderson Hosp and Tumor Institute) 

Texas, Univ of, Health Science Canter Dallas 

at Dallas 

Texas, Univ of, Health Science Center Houston 

at Houston 


R ^?TRIC , nPN C QP 5 3 

XM — No Medical or 
XB — No Behavioral 


IND Studies 
Studi es 


MARCH 1985 
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FIGURE 31 (coat) 

INSTITUTIONS WITH A MULTIPLE PROJECT ASSURANCE AS OF MARCH 1985 
ASSURANCE 

NUMBER STATE/INSTITUTION CITY 


M1403 Texas, Univ of. Health Science Cantor San Antonio 

at San Antonio, including Mod School, 

Dental School, and Graduate Sch of 
Biomedical Sciences, Sch of Nursing, 

Sch of Allied Hlth Sci and Graduate 

School of Pharmacy, Audio L. Murphy VA Hosital, 

The Bexar County Hospital District, Southwest 
Foundation for Biomedical Research, Southwest 
Research Institute, San Antonio State Chest 
Hospital, Cancer Therapy Research Center and 
the Metropolitan Medical Center including the 
General Hospi tal . 

Ml 172 Texas* Univ of, Mod Branch at Galveston Galveston 


UIAH 


Ml 089 LDS Hospital - Deseret Foundation .....Salt Lake City 

Ml 1 52 Utah State University Logan 

M1082 Utah, University of, (includes the .-...Salt Lake City 


Research Institute and Veterans Admin Hosp) 


VERMONT 

Ml 37 5 Vermont, University of, and State Burlington 

Agricultural College 


mainiA 


M1355 Eastern Virginia Medical Authority and Norfolk 

Eastern Virginia Medical School 

M1195-XM Human Resources Research Organization .Alexandria 

Ml 31 5 Virginia Commonwealth Univ (All Schools Richmond 

and Divisions) 

Ml 343 Virginia, University of Charlottesville 


RESTRICTION CODES 

XM — No Medical or IND Studies 

XB No Behavioral Studies 


MARCH 1985 



FIGURE 31 (cont) 


INSTITUTIONS WITH A MULTIPLE PROJECT ASSURANCE AS OF MARCH 1985 
ASSURANCE 

NUMBER STATE/INSTITUTION CITY 


WASHINGTON 


M1214 Children's Orthopedic Hosp and Med Ctr Seattle 

M1008 Fred Hutchinson Cancer Research Center Seattle 

M1 008 Swedish Hospital Medical Center Seattle 

M1040 Virginia Mason Research Ctr, including Seattle 

Mason Clinic and Virginia Mason Hosp 

M1076 Washington Department of Social and Hlth Olympia 

Services (All Components) 

M1344 Washington State University Pullman 

M1183 Washington, University of Seattle 


WEST, VIRGINIA 


M1044 Marshall University Huntington 

M1Z56 West Virginia University .....Morgantown 


WISCONSIN 


M1392-XM Marquette University Milwaukee 

M1061 Medical College of Wisconsin 1 Milwaukee 

Ml 423 Mandota Mental Health Institute ...Madison 

Ml 120 Mount Sinai Medical Ctr of Milwaukee Milwaukee 

Ml 085 Southern Wisconsin Center for the Union Grove 

Developmental ly Disabled 

M1285 Wisconsin, Univ of, Madison Campus Madison 

Ml 1 9 3 Wisconsin, University of .....Milwaukee 

M1334 Wisconsin, Univ of, Parkside Kenosha 

CANADA 

Ml 458 McGill University Montreal 


RESTRICTION CODES 

XM — No Medical or IND Studios 

XB — No Behavioral Studies 
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riGURE 32 


VERTEBRATE ANIMAL 5 POINTS 


F, Vertebrate Animats. If you have marked Item 5 on the Face Page of the application “YES," 
address the following five points. 


1 . Provide a detailed description of the proposed use of the animals in the work previously out- 
lined in the experimental design and methods section. Identify the species, strains, ages, sex, 
and numbers of animals to be used in the proposed work. 

2. Justify the use of animals, the choice of species, and the numbers used. If animals are in short 
supply, costly, or to be used in large numbers, provide an additional rationale for their selec- 
tion and their numbers. 

3. Provide information on the veterinary care of the animals involved. 

4. Describe the procedures for ensuring that discomfort, distress, pain, and injury will be limited 
to that which is unavoidable in the conduct of scientifically sound research. Describe the use 
of analgesic, anesthetic, and tranquilizing drugs and/or comfortable restraining devices where 
appropriate to minimize discomfort, distress, pain, and injury. 

5. Describe any euthanasia method to be used and the reasons for its selection. State whether 
this method is consistent with the recommendations of the Panel on Euthanasia of the American 
Veterinary Medical Association. If not, present a justification tor not following the 
recommendations. 

Although no specific page limitation applies to this section of the application, ha succinct. 
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FIGURE 33 


ANIMAL SUBJECTS 


Involvement. of live, vertebrate animals for research purposes as 
described in your proposal (even if at no cost to your proposal and/or 
if performed at a secondary site) require the submission of the 
following information to complete your application. Unless received by 

the review of your application will be deferred to 

the next review cycle. 

( ) Applications from institutions that do not have an approved 

Assurance on file with the Office for the Protection from Research 
Risks (OPRR) , NIH, must contain a declaration that the institution 
will establish an Institutional Animal Care and Use Committee 
(IACUC) and submit an Assurance upon request by OPRR. See Note. 

( ) Applications from institutions with approved Assurances must 

provide a letter of verification of the date of review by the IACUC 
signed by the authorized institutional official. See Note, 

( ) Complete discussion of the following points must be provided: 

a. identification of the species and approximate number of animals 
to be used; 

b. rationale for involving animals, and for the appropriateness of 
the species and number to be used; 

c. a complete description of the proposed use of the animals; 

d. assurance that discomfort and injury to animals will be limited 
to that which Is unavoidable in the conduct of scientifically 
valuable research, and that analgesic, anesthetic, and 
tranquilizing drugs will be used where indicated and 
appropriate to minimize discomfort and pain to animals; and 

e. a description of any euthanasia method to be used. 


Note ; The verification or declaration must come from your own 

institution even if the animal research Is to be done at a 
secondary site. 
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ADDITIONAL INFORMATION REQUEST LETTER 
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FIGURE 34 

DEPARTMENT OF HEALTH & HUMAN SERVICES 


Public Health Service 


(Date) 

Re: (application 


National Institutes of Health 
Bethesda, Maryland 20892 
Building 
Room 
(301) 496- 
number) 


(inside address) 


Dear Dr. 


In order to facilitate the processing of your application which will be 
reviewed by the Study Section in , 19 

please forward to me, as soon as possible , six (6) copies of the 
following information: 

_ Please supply a description of the research supported by 

Also please delineate any scientific or budgetary boundaries or overlaps 

with the present application. 

___ Additional information regarding the use, care, and handling of animals, 
(see attachment) 

_ A completed HEW-596 form (Human Subjects). 

_ The 6 points answered for research involving human subjects (see 
instructions in application kit PHS 398) 

_ A statement indicating all significant changes made in this amended 
application. 

Other: 


If you have any questions, please call me at 301-496- 

Sincerely , 


(Exec. Sec.'s name & degree) 
Executive Secretary 

Study Section 

Division of Research Grants 
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FLGURE 35 


HHS 596 


DEPARTMENT OF HEALTH ANO HUMAN SERVICES 

— GRANT l_ contract 

— fel 

>9 

WM C ft 

PROTECTION OF HUMAN SUBJECTS 

ASSUR ANCE/CERTIFICATION/DECLARATtON 

1 — iNevv 1 , Competing 3 

continuation 

Nonccr^pirirq 

contiruir'a^ 


ZZ ORIGINAL CZ FOLLOWUP C EXEMPTION 

APPLICATION IDENTIFICATION NO hi m 0 *ni 


(previously unctesiqnatedt 





POLICY: A research activity involving human subjects that is not exempt from HHS regulations may not be funded jr 
tionoi Review Board (IRQ) has reviewed and approved the activity in accordance with Section 474 of the Pubhc Haelth 5#/v. 
implemented by Title 45 , Part 46 of the Code of Federal Regulations (45 CFR 46-*s revised) The appitcant mttituvon 
certification of IR8 approval to HHS unless the applicant institution hat designated a specific exemption under Section 46 1QV 
W plies to the proposed research activity. Institutions with an assurance of compliance on file with HHS which coders the > 
activity should submit certification of IR8 review and approval with each application , (in exceptional cases cert/ 4 >cat on 
accepted up to 60 days after the receipt date for which the application is submitted.) In the case of institutions wn^ch jo 
assurance of compliance on file with HHS covering the proposed activity , certification of IRQ review and approval ^ust ze » 
within 30 days of the receipt of a written request from HHS for certification. 

“TITLE OF APPLICATION OR ACTIVITY * ~~~ 


2. PRINCIPAL INVESTIGATOR, PROGRAM DIRECTOR, OR FELLOW 


3. POOP ANO DRUG ADMINISTRATION REQUIREO INFORMATION (see rewm j iM 

4, HHS ASSURANCE STATUS 

n Th»i mttnutian hs# an approved assurance of compliwiee on file witft HHS wbicfl covan dm activity. 


. Auuronca identification number 


. IRS id# ratification number 


□ Mo frtsuranw o« cornpllanca which eppliae to th.a active h* bean eeWMtohad wth HHJ.but the hMlicent '"titunon «.U **-’.»•»« 

complianeo (fid certification of IRB raview end scoroval m accordance with 48 CFR 46 uooo r»qufr«. __ 


6. CERTIFICATION OF IRB REVIEW OR DECLARATION OF EXEMPTION 




(month Sdey/yier) 
□ Full Board Review 


.Data of IRB ray, .wind approval. (If NWdvaf »pndl* t . wnW "**«**“ Fof/ow«. ««*«««• «w-« 
Q Expedited Review 


□ Thu activity contain, ^ P le 0 ro,aca lo^f ^ ™ ^ hh^SMI 

45 C PR 44 will t» rov lowed and approved bafore may ara mitiawo ana trw w w 




m ( t A»rs screen** 


s. 6 ** otticw tivtin, ,n ‘ 

awumea responsibility for assuring required future reviavw, approrett, 


AP PLICANT INSTITUTION 
NAMa.'AOORSSS, ANO TBLIPHONS No! 


NAM* ANO TITLt OF OFFICIAL U» «’ l*W 
SlQNATUR# OF OFFICIAL LI6TI0 ABOvTO —/ 


COOPERATING INSTIT UTION 
TTaMS. AOORSSS. ANO T«L«r»un« ™ 


“AMS ANO TITLE OF UFFILCT-f <* «r^T 


T^maturToTofficial usViF^va *« —* 


(H tt&tioo* t 


, it MV**. P>~* uW m,nt *"* a "° 


HHS BBS (R»v. 1/82) 
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FIGURE 35 (coat) 


) 


fOOO AND OTUG ADMINISTRATION REQUIRED INFORMATION (from front t(d9t 

According to <*5 CFR 46 121. if an abdication n made to HHS requiring certification and involving use of an investigations f new drug or devic 
additional information is required, In addition, according to 21 CFR 312.1 (a)(2). 30 day* must elapse between date of receipt bv FDA of For 
FO 1571 and use of the drug, unleu the 30 day delay period >s waived by FO A. 

INVESTIGATIONAL NEW QRUG SXSM PTfQN hf more than one n involvtd, fitr otfitrs below ung*r NO TES) 

DNS O P NAM 6 


I1JG NAME 


r E OF BNO OF 30. DAY 6 X Fl RATION OR WAIVER 1 NUMBER ISSUED 


. INVESTIGATIONAL DEVICE EXEMPTION: 
ONSOA NAME 


i V ICE NAME 


iless notified otherwise bv FDA, under 21 CFR 812.2(b) (ii) a sponsor is deemed to have an approved IDE if: (1) the IRQ hat 
reed with the sponsor that the device is a nonsignificant risk device ;»nd (2) the IRB has approved the study. (Chock applicable box. 

1 The IRB agrees with the sponsor that this device is a nonsignificant risk device. 

=1 

] The LD6 application was submitted to FDA on Number issued 

pMggMwaaaMPWg^werom^ ^ BM^mmmcaagB^^maa^aac a BsesassasaaaaaB aaaaaaaag aa — ca^ Maas ww tsasss^ss s ssassassigs &zssasx 

>T6S. 


S MB (Rev. 1/93) BACK 
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Chapter VI 

REVIEW OF APPLICATIONS BY THE EXECUTIVE SECRETARY 
A. ASSIGNEES AND ASSIGNMENT LIST 


1. Assignees 

Each study section member receives aVl_ applications for review by the 
study section at the next meeting, except for applications submitted by 
the member's own organization or applications for which any other 
potential conflict of interest exists. Those applications are omitted 
from that member's workbook. For reference, see Chapter XV, Section A. 
Study section members are expected to read or be familiar with all the 
applications so as to be able to participate in their discussion at the 
next study section meeting. 

For each application, the Executive Secretary also selects certain 
members, called "assignees," to provide an in-depth review. Usually at 
least two assignees are chosen by the Executive Secretary for each 
application. Assignees are expected to prepare detailed written reviews 
for which they are provided Guidelines (Figure 40). These guidelines 
are kept in the third floor duplicating room (Room 336). Multicolor 
snapout forms, also located in the third floor duplicating room, are 
often used on which assignees may type their comments (Figure 41). Some 
Executive Secretaries ask that these reviews be submitted prior to the 
study section meeting with one copy kept by the assignee. 

Assignees must be selected and advised about their in-depth review 
assignments as soon as possible after receipt of the applications. 
Review assignments should be mailed to members 6 to 8 weeks before the 
study section meetings. If assignees feel that additional information 
is needed or that outside opinions would be useful, they should ask the 
Executive Secretary to obtain this information. Assignees must not 
request outside opinions on their own, and must not communicate with tine 
principal investigator directly. 

2. Assignment List 

A partial assignment list is sometimes prepared in order to mail 
applications as soon as possible. When all applications have been 
received and assigned, a final assignment list is prepared and sent to 
the entire membership (Figure 42). Assignment lists (minus the 
assignees' names) can be obtained directly from the computer. 
(Instructions are available in the User Resource Office). 

Copies of assignment lists or other documents indicating the names of the 

assignees on specific applications must not be distributed to persons other 

than study section members and DRG office staff. 
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B. ADDITIONAL INFORMATION 


When applications are deficient in such areas as the description of the 
methodology or research design, the justification for budget items, or the 
explanation for requests for equipment, the Executive Secretary contacts the 
principal investigator for the needed information. These requests should be 
made as soon as possible, since the principal investigator's reply must be 
duplicated and sent to study section assignees prior to the meeting. 

The Executive Secretary's written request for additional information may be 
an original or form letter (Figures 43 and 43a). The Grants Assistant files 
one copy of each letter in the study section file, and distributes 
additional copies to the appropriate Institute. 

The principal investigator's reply, identified with the grant application 
number, is duplicated for the study section file, for the Executive 
Secretary's workbook, and for the assignees. The original incoming letter 
is forwarded to the Institute. To save the time and expense of duplicating 
every reply, the original request should instruct the principal investigator 
to provide a specified number of copies of the information. 

Additional information in the form of reprints, lengthy manuscripts, and 
other bulky materials should be sent to assignees, but should not be 
duplicated. Instead, the required number of copies should be requested from 
the principal investigator. Occasionally, the Grants Assistant will have to 
note on these copies "Please Return for Study Section File," and then check 
the list of materials still to be retrieved at the meeting. 

Copying should be kept to a minimum. It is unnecessary for every study 
section member to receive a copy of all the preceding materials. 

C. OUTSIDE OPINIONS 


When the Executive Secretary or a study section member feels that some phase 
of the proposed project requires additional scientific advice, the Executive 
Secretary requests an outside opinion. A book entitled Competency Rosters 
of NIH Initial Review Groups , which is available in the Committee Management 
Office, may be useful to the Executive Secretary in identifying experts in 
specific areas. 

Before requesting an opinion from a member of another study section, another 
Institute review group, or a Council, the Executive Secretary should contact 
the appropriate Executive Secretary or supervisor. An opinion should never 
be requested from a member of a Council to which an application is assigned. 

When outside opinions are requested, reviewers should be informed that their 
opinions will be confidential and disclosed only to the study section, 
unless otherwise requested by the applicant under the Privacy Act. 

For an outside opinion, the Grants Assistant should send the application, 
appendix material (optional), appropriate Guidelines (Figure 40), NIH 
Conflict of Interest Policy and Certification (Figure 44 which should be 
signed by the reviewer and returned), and a business reply label or 
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envelope. The signed NIH Conflict of Interest Policy and Certification 
should be kept in the minutes file of the study section. A copy of the 
request letter is sent to the Institute to which the application has been 
assigned. A copy of the outgoing letter may also be kept in the study 
section file, or a log may be attached to the file copy of the minutes. The 
log should contain the application number, the principal investigator, the 
name of the person from whom the opinion is requested, and whether the 
opinion was received. A copy of the outside opinion is not placed in the 
file and not sent to the Institute . 

All copies should be discarded immediately after the summary statement has 
been prepared by the Executive Secretary. See Figure 45 for a sample form 
letter requesting an outside opinion and thanking the reviewers for their 
advice. 

). PROJECT SITE VISITS 


Occasionally, project site visits are made prior to the study section 
meeting. (See Chapter XII.) 

RESPONSIBILITIES OF THE GRANTS ASSISTANT 


The Grants Assistant is involved in each of the tasks associated with the 
review of the application by the Executive Secretary. For example, the 
Grants Assistant prepares the study section assignment list and a 
transmittal memo for each mailing, and has them duplicated. The Grants 
Assistant also prepares letters to the principal investigator, requests for 
outside opinions, and any correspondence to study section members in the 
interim between meetings. 
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FIGURE 40 


GUIDE FOR ASSIGNED REVIEWERS' PRELIMINARY COWENTS ON 
RESEARCH GRANT APPLICATIONS (R01) 

With the advent of the latest *( 9/86 ) revision of Form PHS 398, reviewers need 
to be aware of- several issues that will affect the manner in which applica- 
tions are evaluated. Additionally, during the period of transition to the new 
form, it is likely that the older form will be used by some applicants. It is 
important that all applications be reviewed taking into account the features 
or limitations of the specific form used. 

The most significant change in the new form is the imposition of a 20-page 
limit on Sections A through D: Specific Aims, Background and Significance, 
Progress Report/Preliminary Studies, and Experimental Design and Methods. The 
Principal Investigator is requested to provide only an outline in the Experi- 
mental Design and Methods section. An appendix is still allowed, but it may 
not include more than 10 published or accepted manuscripts. Reviewers must 
take into account that these limitations preclude the level of detail 
requested previously, and applicants should not be penalized for failure to 
provide the detail to which the study sections have become accustomed. On the 
other hand, investigators who use the older form should be neither advantaged 
nor disadvantaged by having provided a longer, more detailed application. 

Total costs are requested on the new application form along with direct costs. 
Indirect costs must not influence the priority score or the assessment of the 
budget. 

Please use the following guidelines when preparing written comments on 
research grant applications assigned to you for review. 

DESCRIPTION : Use the abstract on page 2 of the application unless inappropri- 
ate, making sure the objectives and procedures are clearly and concisely de- 
scribed. Do not make evaluative statements as part of the description. 

CRITIQUE : Do not Include descriptive information In this section . Provide an 
analysis of the strengths and weaknesses of the research plan, which consists 
of Specific Aims, Background and Significance, Progress Report/Preliminary 
Studies, and Experimental Design and Methods. For deferred or revised applic- 
ations, evaluate changes since the previous review. 

NOTE: The new application form requests only an outline of Experimental 
Design and Methods, and page limitations preclude the level of detail re- 
quested in the past. 

INVESTIGATORS : Assess the competence of the principal Investigator and key 
personnel to conduct the proposed research. 

RESOURCES AND ENVIRONMENT : Evaluate any special attributes or deficiencies 
relevant to the conduct of the proposed studies. 

BUDGET : Evaluate the direct costs only . Determine whether all items of the 
budget are appropriate and justified. Provide a rationale for each suggested 
modification in amount or duration of support. For supplemental applications, 
comment on the requested budget in relation to the parent grant. 
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OTHER CONSIDERATIONS 

Overlap : Identify any apparent scientific or budgetary overlap with 
active, pending, or planned support. 

Foreign: Comment on any special talents, resources, populations, or 
environmental conditions that are not readily available in the United 
States or that provide augmentation of existing United States resources. 

In addition, indicate whether similar research is being done in the 
United States and whether there is a need for such additional research. 

In the case of a domestic application with a significant foreign compo- 
nent, apply the same criteria. 

Human Subjects 

Exemptions Claimed : Express any comments or concerns about the 
appropriateness of the exemption(s) claimed. 

No Exemptions Claimed : Express any comments or concerns about the 
appropriateness of the responses to the six required points, 
especially whether the risks to subjects are reasonable in relation 
to the anticipated benefits to the subjects and in relation to the 
importance of the knowledge that may reasonably be expected to re- 
sult from the research. 

Vertebrate Animals : Express any comments or concerns about the appropri- 
ateness of the responses to the five required points, especially whether 
the procedures will be limited to those that are unavoidable in the/con- 
duct of scientifically sound research. 

Biohazards : Note any materials or procedures that are potentially haz- 
ardous and indicate whether the protection proposed will be adequate. 

SUMMARY AND RECOMMENDATION : Summarize the strengths and weaknesses of the 
application and provide a recommendation of approval, disapproval, or 
deferral. You may recommend a priority rating. 


NOTE: Your written comments will be destroyed after being incorporated Into 
the summary statement. However, they should not bear personal identifiers 
because, under the Privacy Act of 1974, principal Investigators may, upon re- 
quest, gain access to documents relating to the review of their grant applica- 
tions. In the rare event that your comments must be made available to a Prin- 
cipal Investigator, you will be notified promptly by NIH staff. 

August 1987 
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GUIDE FOR ASSIGNED REVIEWERS' PRELIMINARY COMMENTS ON 
RESEARCH CAREER DEVELOPMENT AWARD APPLICATIONS (K04) 


The Research Career Development Award (RCDA) is designed to enhance the research 
capability of individuals in the formative 9tages of their careers who have 
demonstrated outstanding potential for contributing as independent investigators 
to health-related research. The awards are available for persons whose research 
potential is apparent but who need additional experience in a productive 
scientific environment conducive to the development of a career in independent 
research. 

Candidates should normally have five years of relevant postdoctoral experience 
including two years of experience as an independent investigator with independent 
peer-reviewed grant support. Applicants who did not meet this criteria can 
qualify if they demonstrate in the application that they have achieved an 
equivalent level of experience and independence. The application must document 
accomplishment in this period that demonstrates research potential; it must also 
present a plan for additional experience in a productive scientific environment 
that will foster development of a career in independent research. 

The RCDA is not intended for untried investigators, or for productive, 
independent investigators with significant numbers of publications of high 
quality, or for persons of senior academic rank. Moreover, the award is not 
intended to substitute one source of salary support for another for an individual 
who is already conducting full-time research, nor is it intended to be a 
mechanism for providing institutional support. The application must demonstrate 
that the award will make a difference in and enhance the candidate s devel opment 
as an independent investigator . 

******** 


CANDIDATE. Evaluate the adequacy of the candidate's background's a guide^ to 
future development into a creative, independent investigator. Factors to be 
considered include the quality and extent of past education, scientific training 
and research experience; need for further research experience and/or training; 
evidence of superior performance, originality, independence, and productivity; 
quality of any independent research publications; commitment to health-related 
research; and letters of reference. 

RESEARCH PLAN. Assess the merit of the candidate's research proposal, ^including 
the significance and originality of the proposed study in its scientific e > 
the reasonableness and significance of the hypothesis, the logic of the aims, the 
feasibility and adequacy of the procedures for the proposed research, and t e 
adequacy of the plans for analysis and evaluation of data. Analyze w et er e 
research is likely to produce new data and concepts. 


ENVIRONMENT. Evaluate the adequacy of the environment in terms of the 
availability of space and equipment resources, facilities, technical assistance, 
and opportunities for critical professional interaction with sen or co ***“ 
pertinent to the proposed research plan and any other research career p 

plans. Identify and assess the adequacy of the research suppor u 
be available to the candidate during the period of the Awar . 


(over) 
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Evaluate the institution's commitment to and plana for the candidate during the 
five year period. The institution must guarantee that if an award is made, the 
applicant will have, at least B0% of his/her time available for research. 

Determine whether the institution is willing to permit the candidate to spend 
essentially full time in the actual conduct of research and research-related 
activities, such as supervision of research trainees and attendance at meetings. 
For those candidates who are already engaged full time in research, assess how 
the award would enhance their career development. 

BUDGET . Do not recommend changes i‘n the budget and years requested. The award 
is for a single support period of five years at a salary (up to a maximum of 
$30,000 per year) consistent with the policy of the sponsoring institution. 

OTHER CONSIDERATIONS : 

Involvement of Human Subjects . 

Exemptions Claimed . Evaluate the appropriateness of the claimed exemptions, 
or 

Ho Exemptions Claimed . Assess the appropriateness of the subject population. 
Explain any potential physical, psychological, social, or legal risks to 
individuals who are participating as subjects in research, development, or 
related activities. Describe the procedures for protecting against or 
minimizing such risks, and discuss whether the risks are reasonable in 
relation to the anticipated benefits to subjects and the importance of the 
knowledge that may reasonably be expected to result. Assess the adequecy of 
the consent procedures. 

Animal Welfare . If vertebrate animals are to be used in the project, discuss the 
appropriateness of the choice of species and numbers involved, and the 
justification for their use. Assess whether the animals will receive proper care 
and maintenance, and will not suffer unnecessary discomfort, pain, or injury. 
Special attention should be provided when the proposed research involves dogs, 
cats, nonhuman primates, or large numbers of animals. 

Hazardous Materials and Procedures . Describe any potentially hazardous materials 
and procedures and whether the protection to be provided will be adequate. 

SUMMARY AND RECOMMENDATION . Provide an overall evaluation of the strengths and 
weaknessess of the application. Assess what difference the tenure of an Award 
will make to the candidate's research career development and provide a 
recommendation of approval, disapproval, or deferral. 

******* * 

NOTE . Under the Privacy Act of 1974, principal investigators may have access, 
upon request, to documents generated during the review of their grant 
applications. You do not have to sign written comments, and your comments will 
be destroyed after being incorporated into the summary statement. In the event 
that your comments must be made available to the principal investigator, you will 
be promptly notified by NIH staff. 


Revised August 1987 
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GUIDE FOR ASSIGNED REVIEWERS' PRELIMINARY COMMENTS ON (R29) 

FIRST INDEPENDENT RESEARCH SUPPORT AND TRANSITION AWARD APPLICATIONS 

The First Independent Research Support and Transition (FIRST) program 
(R29) is designed to provide a sufficient initial period of research 
support for newly independent biomedical investigators to develop their 
research capabilities and demonstrate the merit of their research ideas. 
These grants are intended to underwrite the first independent investi- 
gative efforts of an individual; to provide a reasonable opportunity for 
him/her to demonstrate creativity, productivity, and further promise; 
and to help effect a transition toward the traditional types of NIH 
research project grants. 

The principal investigator must be a beginning investigator who is not 
in training status at the time the award will begin. This award is not 
intended for mid career transition to other research endeavors. A FIRST 
award is for a distinct research endeavor and may not be used merely to 
supplement or broaden an ongoing project at the applicant institution. 

FIRST awards are made for a period of five years. These awards are not 
renewable. The total direct costs awarded must not exceed $350,000 for 
the 5 years, with no more than $100,000 for any one year. Principal 
investigators must make a truly significant commitment of time or 
effort, at least 50%, to the proposed research project in each budget 
period. 

Please use the following guidelines when preparing written comments on 
research grant applications assigned to you for review. 

DESCRIPTION : Use the abstract on page 2 of the application unless 
inappropriate. Do not make evaluative statements in this section. 

CRITIQUE : Do not Include descriptive Information in this section. 
Provide an analysis of the strengths and weaknesses of the research 
plan, which consists of Specific Aims, Background and Significance, 
Preliminary Studies, and Experimental Design and Methods, For deferred 
or revised applications, evaluate changes since the previous review. 

NOTE: A principal investigator for a FIRST Award is less likely to 
be able to submit an application in the same breadth and depth as 
an experienced Investigator. For example, protocols for the fourth 
and fifth years may not be as specific as seen in most R01 appli- 
cations. 

INVESTIGATORS . Assess the competence of the principal investigator and 
key personnel to conduct the proposed research. Also assess whether the 
principal investigator is an independent, beginning investigator with a 
five year commitment to the proposed research. Evaluate the required 
letters of reference. 

RESOURCES AND ENVIRONMENT , Evaluate any special attributes or 
deficiencies relevant to the conduct of the proposed studies. Also 
evaluate the commitment of the applicant organization to the project for 
the five year period. 
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BUDGET . Evaluate the direct costs only. Determine whether all items of 
the budget are appropriate and justified. Provide a rationale for any 
suggested modification. Only in very unusual circumstances may the 
recommended duration of support be less than five years. 

OTHER CONSIDERATIONS 


Overlap . Identify any apparent scientific or budgetary overlap 
with active or pending support. 

Human Subjects . 

Exemptions Claimed . Express any comments or concerns about 
the appropriateness of the exemption(s) claimed. 

No Exemptions Claimed . Express any comments or concerns about 
the appropriateness of the responses to the six required 
points , especially whether the risks to subjects are 
reasonable in relation to the anticipated benefits to the 
subjects and in relation to the importance of the knowledge 
that may reasonably be expected to result from the research. 

Vertebrate An imals; Express any comments or concerns about the 
appropriateness of the responses to the five required points, 
especially whether the procedures will be limited to those that are 
unavoidable in the conduct of scientifically sound research. 

Bioha za rdsi Note any materials or procedures that are potentially 
hazardous and indicate whether the protection proposed will be 
adequate. 

AND RECOMMENDATION . Summarize the strengths and weaknesses of 
the application and provide a recommendation of approval, disapproval, 
or deferral. You may recommend a priority rating. 


NOTE: Your written comments will be destroyed after being incorporated 

3u “ ,ar5 ' *“*»«■>«. However, they should not bear personal 
identifiers because, under the Privacy Act of 1974, principal 

investigators may, upon request, gain access to documents relating to 
the review of their grant applications. In the rare event that your 
comments must be made available to a Principal Investigator, you will be 
notified promptly by NIH staff. s ’ y De 


August 1987 


134 



FIGURE 40 (cont) 


ACADEMIC RESEARCH ENHANCEMENT AWARD (R15) 

GUIDE FOR ASSIGNED REVIEWERS' PRELIMINARY COMMENTS 

The National Institutes of Health of Health (NTH) is making a special 
effort to stimulate research in educational Institutions which provide 
the baccalaureate training for a significant number of our nation’s 
research scientists but which historically have not been major partici- 
pants in NIH programs. Funds have been added to the NIH budget 
specifically for the AREA program and for the objectives stated. 

AREA grants are for the support of new or expanded health-related 
research projects conducted by faculty in institutions that are not 
research intensive. The AREA will enable qualified Individual scientists 
to receive support for feasibility studies and other small scale research 
projects. These grants create a research opportunity for scientists and 
institutions, otherwise unlikely to participate extensively in NIH 
programs, to contribute to the nation's biomedical research effort. It 
is anticipated that principal investigators supported under the AREA 
Program will benefit from this unique opportunity to conduct independent, 
preliminary research studies preparatory to seeking more substantial 
funding through other traditional NIH grant mechanisms; that the awardee 
institution will benefit from the strengthened research environment, 
initiated through AREA grants and furthered by participation in the 
diverse extramural programs of the NIH; and that students will benefit 
from exposure to, and particpation in, research and thus be encouraged 
to pursue graduate studies in the health sciences. 

Institutions eligible for the Biomedical Research Support Grant (BRSG) 
for more than three of the past seven years are ineligible to apply for 
an Academic Research Enhancement Award (AREA) , Special consideration 
will be given in the funding decision process to applications recommended 
for approval from those smaller, less prominent, four-year, public and 
private colleges and universities which provide undergraduate training 
for a significant number of our nation's research scientists but which 
have not shared adequately in the growth of the NIH extramural program. 

The amount of support requested In each application may be up to $50,000 
in direct costs which may be expended over a period of up to 24 months. 

Please use the following guidelines when preparing written comments on 
AREA applications assigned to you for review, 

DESCRIPTION: Use the abstract on page 2 of the application unless 
inappropriate, making sure the objectives and procedures are clearly and 
concisely described. Do not make evaluative statements as part of the 
description. 

CRITIQUE: Do not include descriptive information in this section. 

Provide an analysis of the strengths and weaknesses of the research 
plan, which consists of Specific Aims, Background and Significance, 
Progress Report/Preliminary Studies, and Experimental Design and Methods. 
Evaluate the project's potential as a basis for more extensive research. 
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NOTE: Stringent page limitations apply. Furthermore since AREA 
applications are requests for support of small scale research 
projects, including pilot or feasibility studies, preliminary data 
may not be provided. 

INVESTIGATORS: Assess the competence of the principal investigator and 
key personnel to conduct the proposed research. 

RESOURCES AND ENVIRONMENT : Evaluate any special attributes or deficiencies 
relevant to the conduct of the proposed studies. 

BUDGET : Evaluate the direct costs only. Determine whether all items of 
the budget are appropriate and justified. Provide a rationale for each 
suggested modification in amount or duration of support. 

OTHER CONSIDERATIONS 


Overlap : Identify any apparent scientific or budgetary overlap 
with active, pending, or planned support. 

Human Subjects 

Exemptions Claimed : Express any comments or concerns about 
the appropriateness of the exemption(s) claimed. 

No Exemptions Claimed : Express any comments or concerns about 
the appropriateness of the responses to the six required 
points, especially whether the risks to subjects are reasonable 
in relation to the anticipated benefits to the subjects and in 
relation to the importance of the knowledge that may reasonably 
be expected to result from the research. 

Vertebrate Animals : Express any comments or concerns about the 
appropriateness of the responses to the five required points, 
especially whether the procedures will be limited to those that are 
unavoidable in the conduct of scientifically sound research. 

Biohazards : Note any materials or procedures that are potentially 
hazardous and indicate whether the protection proposed will be 
adequate. 

SUMMARY AND RECOMMENDATION : Summarize the strengths and weaknesses of 
the application and provide a recommendation of approval, disapproval, 
or deferral. You may recommend a priority rating. 


NOTE: Your written comments will be destroyed after being incorporated 
into the summary statement. However, they should not bear personal 
identifiers because, under the Privacy Act of 1974, Principal Investigators 
may, upon request, gain access to documents relating to the review of 
their grant applications. In the rare event that your comments must be 
made available to a Principal Investigator, you will be notified promptly 
by NIH staff. * 1 


August 1987 


i 't f. 



FIGURE 40 (cont) 


GUIDE FOR REVIEWER'S PRELIMINARY COMMENTS ON 
SHORT-TERM TRAINING GRANT, APPLICATIONS (T35) 


Please use the following general guidelines when preparing written 
comments on short-term training grant applications assigned to you for 
review. 

DESCRIPTION . Briefly describe the major features of the porposed 
research training program. Include the number of individuals to be 
trained, the duration of training, the discipline(s) and/or specialty 
area(s) of training, the method of recruitment and selection of 
trainees, the administrative sturcture of the program, and the 
institution's plans for assessing the impact of the program on the 
institution and trainees. Do not make evaluative statements in this 
section . 

CRITIQUE . Evaluate the program design, including the recruitment and 
and selection procedures, and its potential for attracting students to 
careers in clinical investigation. Evaluate the institution's plans for 
assigning trainees, for monitoring their progress, and for assessing the 
impact of the program on the institution and trainees. 

FACULTY . Evaluate the competence of the program director and key staff 
to conduct the proposed program, including their academic 
qualifications, research and training experience and productivity, time 
commitment to the program, and research support. 

RESOURCES AND ENVIRONMENT . Evaluate the quality of the environment, 
i ncl udi ng the” tra i nees ' opportuni ti es for contact with a variety of 
scientists and the availability of necessary resources (Laboratory, 
animal, research support, etc.). Evaluate the institution's commitment 
to the training of clinical investigators by assessing its current 
training program and past training record. 

BUDGET . Determine the number of students the program can productively 
accommodate each year. Any adjustments from the requested number should 
be explained. Identify any budgetary items that are unnecessary; if 
none, the NIH will negotiate the balance of the budget up to $250 per 
student per month following program guidelines. 

OTHER CONSIDERATIONS 


Because of the nature of training grant applications, the applicant 
is not asked to provide specific information on risks to human 
subjects, animal welfare or hazardous materials. However, any 
problems anticipated in these areas should be noted for subsequent 
followup. 
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SUMMARY AND RECOMMENDATION . Summarize the strengths and weaknesses of 
the application. Provide the key reasons for your recommendation of 
approval or disapproval and any budget changes. 


******* * * 

NOTE . Under the Privacy Act of 1974, program directors may have access, 
upon request, to documents generated during the review of their grant 
applications. You do not have to sign written comments, and your 
comments will be destroyed after being incorporated into the summary 
statement. In the event that your comments must be made available to a 
program director, you will be promptly notified by NIH staff. 


DRG/NIH 

March 12, 1980 
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GUIDE FOR REVIEWERS PRELIMINARY COMMENTS ON 
NATIONAL RESEARCH SERVICE AWARD SENIOR FELLOWSHIP APPLICATIONS (F33) 


The senior fellowship is designed to provide opportunities for 
experienced scientists to make major changes in the direction of their 
research careers, to broaden their scientific background, to acquire new 
research capabilities, or to enlarge their command of an allied research 
field. In addition, these awards will enable individuals beyond the new 
investigator stage to take time from regular professional 
responsibilities for the purpose of increasing their capabilities to 
engage in health-related research. This program is not designed for 
investigators seeking to prove their research potential. 

The proposed study must be full-time and must include the conduct of 
research with supervision or other opportunity for guidance appropriate 
to the applicant background and objective. Senior fellowship support 
may be requested for a period of up to 2 years. 

* * * * * * 

Please use the following general guidelines when preparing written 
comments on senior fellowship applications assigned to you for review. 

CANDIDATE . Describe and evaluate the candidate's research competence 
through an assessment of academic background, pertinent awards and 
honors, prior research experience, prior professional training, 
publications, and reference reports. 

TRAINING RESOURCES AND ENVIRONMENT . Assess the quality of the training 
resource and environment, especially the suitability of the sponsor and 
department. Describe the additional training and discuss its 
relationship to the candidates' background and future objectives. 

Foreign Training . Describe the scientific advantages of the 
foreign training as compared to training available domestically. . 

If comparable training is available domestically, mention specific 
si tes . 

RESEARCH PROPOSAL . Summarize the research proposal and briefly evaluate 
its strengths and weaknesses. Assess the training value of the proposal 
and comment on its relationship to the sponsor's research effort. 

Involvement of Human Subjects . 

Exemptions Claimed . Evaluate the appropriateness of the claimed 
exemptions, 
or 

No Exemptions Claimed . Assess the appropriateness of the subject 
population. Explain any potential physical, psychological, social, 
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or legal risks to individuals who are participating as subjects in 
research, development, or related activities. Describe the proce- 
dures for protecting against or minimizing such risks, and discuss 
whether the risks are reasonable in relation to the anticipated 
benefits to subjects and the importance of the knowledge that may 
reasonably be expected to result. Assess the adequacy of the con- 
sent procedures. 

Animal Welfare . If vertebrate animals are to be used in the project, 
discuss the appropriateness of the choice of species and numbers 
involved, and the justification for their use. Asswss whether the 
animals will receive proper care and maintenance, and will not suffer 
unnecessary discomfort, pain, or injury. Special attention should be 
provided when the proposed research involves dogs, cats, nonhuman 
primates, or large numbers of animals. 

Hazardous Materials and Procedures . Describe any potentially hazard- 
ous materials and procedures and whether the protection to be 
provided will be adequate. 

SUMMARY AND RECOMMENDATION . Provide an overall evaluation of the 
strengths and weaknesses of the application and a recommendation of 
approval, disapproval, or deferral. If your recommendation is for 
approval, discuss the appropriateness of the requested length of 
support. 

****** 

NOTE . Under the Privacy Act of 1974, candidates may have access, upon 
request, to documents generated during the review of their grant 
applications. You do not have to sign written comments, and your 
comments will not be retained after being incorporated into the summary 
statement. In the event that your comments must be made available to 
the candidate, you will be promptly notified by NIH staff. 


DRG/SRB 

Revised November 1982 
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REVIEW GROUP MEMBERS’ ORIENTATION 
SMALL BUSINESS INNOVATION RESEARCH (SBIR) PROGRAM 

SMALL BUSINESS INNOVATION DEVELOPMENT ACT OF 1982 (P.L. 97-219) 


P.L. 97-219, an amendment to the Small Business Act, requires the 
agencies of the Public Health Service (PHS) and certain other federal 
agencies- to set aside a specified amount of their research and 
development (R&D) budgets for a Small Business Innovation Research 
(SBIR) Program. The purpose of this legislation is to: 

o stimulate technological innovation; 

o use small business to meet federal research and development 
needs ; 

o Increase private sector commercialization of innovations 

derived from federal research and development; and 

o foster and encourage participation by minority and 
disadvantaged persons in technological innovation. 

The Small Business Innovation Development Act is intended to promote 
technological innovation within the American small business community 
and thereby create jobs, augment industrial productivity, increase 
competition, and spur economic growth. 


THE PHS SBIR PROGRAM 

For purposes of the SBIR Program, "research" or "research and 
development" (R&D) is defined as any activity which is: (a) a 
systematic, intensive study directed toward greater knowledge or 
understanding of the subject studied; (b) a systematic study directed 
specifically toward applying new knowledge to meet a recognized need; or 
(c) a systematic application of knowledge toward the production of 
useful materials, devices, and systems or methods, including design, 
development and improvement of prototypes and new processes to meet 
specific requirements. 

The SBIR Program consists of the following three phases: 

Phase I (R43) : establishes the technical merit and feasibility of 
proposed research or R&D efforts that may ultimately lead to commercial 
products or services, and to determine the quality of performance of the 
small business awardee organization. Awards normally may not exceed 
$50,000 (both direct and indirect costs) for a period normally not to 
exceed 6 months . 

Phase II (R44) : is to continue the research or R&D efforts initiated in 
Phase I which are likely to result in commercial products or services. 
Funding shall be based on the results of Phase I and the scientific and 
technical merit of the Phase II applications. Only Phase I awardees are 
eligible to apply for Phase II funding. Phase II awards normally may 
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not exceed $500,000 (including both direct and indirect costs) for a 
period normally not to exceed' 2 years. 

Phase III : small businesses are to pursue with private capital the 
commercialization of the results of R&D funded in Phases I and IX, or a 
Federal agency may award non-SBIR funded contracts for products or 
processes intended for use by the U.S, Government. 

The following definitions of approval, disapproval and deferral will be 
used in the review of SBIR applications. 

Approval : the application is of sufficient merit to be worthy of 
support based on the relevant review criteria. The vote for 
approval is equivalent to a recommendation that a grant be awarded 
provided sufficient funds are available. 

Disapproval : the application is not of sufficient merit, or for 
other stated reasons (e.g.» gravely hazardous or unethical 
procedures are involved), not worthy of support. 

Deferral (applicable only to Phase II) : the application may be 
deferred because of insufficient information to make a 
recommendation, for additional Information or for a project site 
visit . 


REVIEW OF PHASE 'I ~ 

o Since Phase I is to be a technical feasibility study, 

reviewers should not expect the- application to-provide data 
establishing feasibility of the project. 

o The evaluation criteria for Phase I review are as follows: 

(1) Scientific and technical merit of the proposed approach; 

(2) Qualifications of the principal Investigator, supporting 
staff and consultants; 

(3) Appropriateness of the budget requested; 

(4) Adequacy and suitability of the facilities and research 
environment . 

(5) For administrative use by NIK staff, please comment on 
the potential of the proposed research for commercial 
application. 

o The recommended action and the priority score will be based on 
an assessment of the scientific and technical merit of the 
application, but not on commercial potential. 
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o In accordance with the Code of Federal Regulations, Title 42, 
Part 52, the principal investigator of a research project is 
"a single individual, designated by the grantee in the grant 
application and approved by the Secretary, who is responsible 
for the scientific and technical direction of the project." 
"Consultants" from academia cannot provide the scientific/ 
technical direction for the project unless they are in the 
employ of the small business more than one-half time. 

o The 6-month budget will be examined and modified, if 

necessary. Amounts over the prescribed level will be handled 
by BID staff. 

o The resources and environment will be assessed. 

o If human subjects are involved, the adequacy of human subject 

protection will be assessed. 

o The authenticity and structure of the small business, the 

relationship of the key personnel to the small business and to 
other institutions, etc., are administrative matters. 

Comments will be appropriate in Administrative Notes, but 
these factors will not affect the scientific and technical 
merit evaluation. 

REVIEW OF PHASE II 

o The definitions of approval, disapproval and deferral, giVen 
above, will be used. 

o The evaluation criteria for Phase II review are as follows: 

(1) Degree to which the Phase I objectives were met and 
feasibility demonstrated. 

(2) Scientific, technical, and/or public health importance of 
the problem or opportunity and anticipated benefits if 
Phase II research is successful. 

(3) The adequacy of the Phase II objectives and methodology 
for addressing the problem or opportunity. 

(4) The technical merit of the proposed research with special 
emphasis on innovation and/or originality, 

(5) The qualifications of the principal investigator, 
supporting staff and consultants. 

(6) The reasonableness of the budget requested for the work 
proposed. 

(7) The adequacy and suitability of the facilities and 
research environment. 
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o For administrative use by the NIH staff, please comment on: 

The potential of the proposed research for commercial 
application. 

o The recommended action and the priority score will be based on 
an assessment of the results of the Phase I effort (as 
reflected in the final report) and the technical merit of the 
proposed Phase II research. Expectations of Phase I results 
should take into consideration the brevity of the Phase I 
grant period (6 months). 

o In accordance with the Code of Federal Regulations, Title 42, 
Part 52, the principal investigator of a research project is 
"a single individual, designated by the grantee in the grant 
application and approved by the Secretary, who is responsible 
for the scientific and technical direction of the project." 
"Consultants" from academia cannot provide the scientific/ 
technical direction for the project unless they are in the 
employ of the small business more than one-half time. 

o The budget will be examined and modified, if necessary. 

Amounts and term of support over the prescribed level will be 
handled by BID staff. 

o If a study section believes that a Phase II' project can be 

accomplished within a shorter period of time than proposed' by 
the principal investigator, it may reduce the amount and 
period of support accordingly, 

o The resources and environment will be assessed, 

o Biohazards should be assessed. 

o If human subjects are involved, the adequacy of human subject 
protection will be assessed. 

o If animals are involved, the adequacy of the care and use of 
animals will be assessed. 

o The authenticity and structure of the small business, the 

relationship of the key personnel to the small business and to 
other institutions, etc., are administrative matters. 

Comments will be appropriate in Administrative Notes, but 
these factors will not affect the scientific merit evaluation. 


CONFIDENTIALITY 


All materials pertinent to the applications being reviewed are 
privileged communications prepared for use only by consultants and NIH 
staff and should not be shown to or discussed with other individuals. 
Consultants are requested to leave all review materials with the 
Executive Secretary at the conclusion of the review meeting. 
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Under no circumstances should consultants advise either investigators or 
their organizations or anyone else of recommendations or discuss the 
review proceedings with them. The investigator may be led into unwise 
actions on the basis of premature or erroneous information. Such advice 
also represents an unfair intrusion into the privileged nature of the 
proceedings and invades the privacy of applicants as well as consultants 
serving on review committees. A breach of confidentiality could 
Cl) result in disclosure of trade secrets or other proprietary 
information (commercial as well as financial) and (2) deter qualified 
consultants from serving on review committees and inhibit those who do 
so from engaging in free and full discussion of recommendations. 


CONFLICT OF INTEREST 


A. A' study section may not review an application in which: 

1. One of its members, or the member’s spouse, parent, or child, 
is the principal investigator or is listed on the budget page 
in any capacity; 

2. One of its members is an owner or officer in the organization 
submitting the application; or 

3. A member's close professional associate is the principal 
investigator or is responsible for conducting any portion of 
the planned resarch. The exact determination of how close the 
professional association must be to be considered a conflict 
of interest ±3 a- matter of judgment-. The decision will be 
based on the recency, frequency, and strength of the working 
relationship between the member and the associate, as 
reflected, for example, in publications. 

B. Reviewers must leave the room during the review of an application: 

1. Involving their own organization. In the case of 
organizations with multiple sites geographically separated, 
the term "own organization" includes the entire system in 
which the member is an employee, or with which the member is 
negotiating or has any arrangement concerning prospective 
employment; 

2. Submitted by an organization in which the member has a 
financial interest. This includes holding stock in or serving 
as a consultant for the organization; or 

3. If the member’s presence would give the appearance of a 
conflict of interest. 


COMMUNICATIONS WITH INVESTIGATORS 


There should be no direct communications between members of review 
groups and investigators. Reviewers' requests for additional 
information and telephone inquiries or correspondence should be directed 
to the executive secretary who will handle all such communications. 
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GUIDE FOR ASSIGNED REVIEWERS’ PRELIMINARY COMMENTS ON 
SMALL BUSINESS INNOVATION RESEARCH GRANT APPLICATIONS 

Please use the following guidelines when preparing written comments on 
SBIR applications. 

DESCRIPTION . Clearly and concisely describe the objectives and 
procedures of the application. Use the abstract on page 2 of the 
application unless inappropriate. Do not make evaluative statements in 
this section . 

CRITIQUE . Scientific Merit . Do not repeat the description in this 
section . Provide a comprehensive evaluation of the strengths and 
weaknesses of the application, including the significance and 
innovativeness of the proposed research, the rationale for the study, 
the logic of the aims, and the adequacy of the procedures. For Phase II 
applications, assess the degree to which Phase I objectives were met and 
feasibility demonstrated. 

INVESTIGATORS . Assess the competence of the principal investigator (s) 
and key staff to conduct the proposed research, including their academic 
qualifications, research experiences, productivity, and any special 
attributes . 

RESOURCES AND ENVIRONMENT . Discuss any special aspects of the 
facilities and equipment. Comment on the availability of essential 
laboratory, clinical, animal, computer, or other resources. 

BUDGET . Determine whether all items of the budget are realistic and 
justified in terms of Che aims and methods. Provide adequate 
justification for each suggested modification in amount. 

OTHER CONSIDERATIONS 


Overlap . Identify any apparent scientific or budgetary overlap 
with active or pending support. 

Potential Commercial Application (if applicable) . Comment on the 
potential of the proposed research for commercial application. 

Involvement of Human Sub j ects 

Exemptions Claimed . Evaluate the appropriateness of the 
claimed exemptions 
or 

No Exemptions Claimed . Assess the appropriateness of the 
subject population. Explain any potential physical, 
psychological, social, or legal risks to individuals who are 
participating as subjects in research, development, or related 
activities. Describe the procedures for protecting against or 
minimizing such risks, and discuss whether the risks are 
reasonable in relation to the anticipated benefits to subjects 
and the importance of the knowledge that may reasonably be 
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expected to result. Assess the adequacy of the consent 
procedures . 

Animal Welfare . If vertebrate animals are to be used in the 
project, discuss the appropriateness of the choice of species and 
numbers involved, and the justification for their use. Assess 
whether the animals will receive proper care and maintenance, and 
will not suffer unnecessary discomfort, pain, or injury. 

Hazardous Materials and Procedures . Describe any potentially 
hazardous materials and procedures and whether the proposed 
protection provided by the investigator will be adequate. 

SUMMARY AND RECOMMENDATION . Provide an overall evaluation of the 
strengths and weaknesses of the application and a recommendation of 
approval or disapproval. 


NOTE: Under the Privacy Act of 1974, principal Investigators may have 
access, upon request, to documents generated during the review of their 
grant applications. You do not have to sign written comments, and your 
comments will be destroyed after being incorporated into the summary 
statement. In the event that your comments must be made available to a 
principal Investigator, you will be promptly notified by NIH staff. 
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REVIEW PROCEDURES FOR INITIAL REVIEW GROUP MEETINGS 


REVIEW PROCEDURES 

Th® initial review group (IRG) evaluates eh® scientific merit of each grant 
application according to specific criteria. The principal criteria for the 
initial review of research project grant applications — 7 based on the Public 
Health Service (PUS) Scientific Peer Review Regulation®, include: 

o scientific, technical, or medical significance and originality of the goals 
of the proposed research; 

o appropriateness and adequacy of the experimental approach and methodology 
proposed to carry out the research; 

o qualifications and research experience of the principal investigator and 
staff, particularly but not exclusively In the area of the proposed 
research; 

o availability of resources necessary to the research; 

o the proposed budget and duration in relation to the proposed research; and 

o where an application Involves activities that could have an adverse effect 
on human®, animal®, or the environment, the adequacy of the proposed means 
for protecting against or minimizing such effects. (See pages 2 to 4.) 

In addition, for renewal and supplemental applications, preliminary data and/or 
progress to date must be evaluated. For revised applications, the changes must 
be appraised. 

During eh© meeting, the Chairperson of the IRG, following an agenda prepared by 
the Executive Secretary, introduces each application, calls upon the Individuals 
assigned by the Executive Secretary to present their written comments, and 
invite® discussion. At an appropriate time, the Chairperson request® a motion 
on the application. The possible motions can be for approval, disapproval, or 
deferral. It should be noted that only regularly appointed members may make 
motions, vote, and assign priority ratings. 

o Approval : The application is of sufficient merit to be worthy of support 
based on the appropriate review criteria. A vote for approval Is 
equivalent to a recommendation that a grant be awarded provided sufficient 
funds are available. A priority racing la required. 

o Disapproval : The application la not of sufficient aerie to be worthy of 
support. Disapproval say also be recommended when gravely hazardous or 
unethical procedures are involved, or when no funds can be recommended, as 
In the case of a supplement deemed to be unnecessary. No priority rating 
is assigned. 
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o Deferral ; The IRG cannot make a recommendation without additional 

inf oraation. This information may be obtained by a project site visit or 
by th® submission of additional material by the applicant. Deferred 
applications are usually reviewed again at the next IRG meeting. 

After a moeion of approval, disapproval, or deferral has been seconded, the 
Chairperson asks for any further discussion. The Chairperson Chen calls for the 
question, and the regularly appointed IRG members vote on the motion. The 
recoBsaandaeion of the IRG for each application is made by majority vote. 

The budget must be discussed before a priority Is assigned. The budget 
recommendation, which can be for the time and amount requested or for an 
adjusted time and amount, should Include not only the first year but also each 

subsequent year. 

Split Vote 

If two or more of the regularly appointed members disagree with the 
recommendation of the IRG, the dissenting members must prepare a written 
minority report. For any recommendation obtained by a split vote, the full 
action of the commit tern must be recorded: number of votes for the motion, number 
of votes against the motion, and the number of abstentions. Members are 
encouraged not to abstain. However, if a member is unable to assess the merit 
of an application without additional Information, as evidenced by his/her prior 
discussion or reaxmendation for deferral, that member should abstain, from 
voting on a motion for approval or disapproval. 

Priority Rating 

For each application that has been recoraendad for approval, each regularly 
appointed member who votes for or against the motion records a numerical racing 
that reflects the ©©saber's opinion of the mar it of the application. The 
numerical rating ranges from 1.0 (the most meritorious) to 5.0 (the least 
meritorious) with Increments of 0.1. The priority rating pertains to the 
recommended, not the requested, budget and duration of support. Abstaining 
members, i.<a. , those who do not vote on the motion, do not assign a numerical 
rating, and are not counted in calculating the average of the individual 
ratings. 

If any member who votes for or against a motion for approval does not assign a 
priority rating, that member's action, shall be recorded as an abstention. 

OTHER COHSISERATIOMS 

Overlap . Reviewers will identify any apparent scientific or budgetary overlap 
with active, pending, or planned support. 

Foreign Organisations , The proposal is evaluated in terms of any special 
opportunities for furthering research program through eha us® of special 
talents, resources (human subjects, animals p diseases, equipment or 
technologies) , populations or environmental conditions In the applicant 
country which are not readily available in the United States or which provide 
augmentation of existing United States resources. In addition, notice is 
taken whether similar research is being done in the United States and whether 
there is a need for additional research in the area of the proposal. In the 
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case of a domestic application with a significant foreign component, the same 
review criteria are applied. 

Research Involving Human Subjects 

Applicant organizations have the primary responsibility for safeguarding the 
rights and welfare of individuals who participate as subjects in research 
activities supported by the NIH. However, the NIH also relies on ita IRGs and 
National Advisory Councils or Boards to evaluate all applications and proposals 
involving human subjects for compliance with the Department of Health and Human 
Services human subject regulations. 

The regulations define ' 'human subject" as a "living individual about whom an 
investigator obtains (1) data through Intervention or interaction with the 
Individual, or (2) identifiable private information." The regulations extend to 
the use of human organa, tissue and body fluids from individually identifiable 
human subjects as wall as to graphic, written, or recorded information derived 
from individually identifiable human subjects. The us® of autopsy materials is 
governed by applicable state and local lav and Is not directly regulated by the 
Federal human subject regulations. 

The Department will fund research covered by these regulations only if th® 
Institution has filed an assurance with the NIH Office for Protection from 
Research Rieka and has certified that the research has been approved by an 
Institutional Review Board (IRB) and is subject to continuing review by th© IRB. 
When research Involves only minimal risk and meets certain other conditions, the 
IRB may valve the requirement for obtaining informed consent. In addition, 
certain research chat poses little or no risk to human subjects is exempt from 
IRB review and approval. In such cases, however, adherence to ethical standards 
and pereinent laws Is still required. 

The review by the IRG is expected to reflect existing codes adopted by 
disciplines relevant to the research or th® collective standards of the 
professions represented by th® membership. Th® evaluation by IRG members is to 
take into consider at ion any potential risks to th® subjects, the procedures for 
protecting against or minimizing these risks, the potential benefits of th® 
proposed research to the subjects and in relation to the importance of the 
knowledge that may reasonably be expected to result. Based on this evaluation, 
the IRG may recommend: 

o approval without restrictions; 

O' approval with recorded cotmants or expressions of concern to be 
communicated to the institution and principal investigator; 

o approval with limitations on the scope of Che work proposed, the imposition 
of restrictions, or th® elimination of objectionable procedures involving 
human subjects; 

o deferral for clarification; or 

o disapproval if the research risks are sufficiently serious and protection 
against the risks so inadequate as to consider the entire application 
unacceptable. 

Any comments or concerns chat IRG members may wish to express regarding the 
adequacy of protections afforded human subjects will be discussed in a Special 
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Note in the summary statement. No awards will be made until all expressed 
concerns about human subjects have been resolved to the satisfaction of the NIH. 
Specific concerns and policy interpretation requests may be addressed to the 
Office for Protection from Research Risks, which is responsible for the . 
administration and interpretation of DHHS policy and regulations for the 
protection of human subjects of research. 

Research Involving Vertebrate Animals 

Although the recipient institution and investigator bear the major responsi- 
bility for the proper car® and use of animals, NIH staff, IRGs, and Councils 
share this responsibility. Care and use of vertebrate animals in research oust 
conform to applicable law and Public Health Service policy, especially the 
Principles for Use of Animals . These principles can be summarized as two broad 
rules. 

o The project should be worthwhile and Justified on th® basis of anticipated 
results for th® good of society and the contribution to knowledge, and the 
work should be planned and performed by qualified scientists. 

o Animals are to receive proper care and treatment, and should not be 
confined, restrained, transported, cared for, and used in experimental 
procedures in a manner to cause any unnecessary discomfort, pain, or 
injury. 

Any comments or concerns that IRG members may wish to express regarding the 
appropriateness of the choice of species and numbers involved, the justification 
for their use, and the care and maintenance of vertebrate animals used in the 
project will be discussed in a Special Note on the summary statement. Questions 
may be directed to the Office for Protection from Research Risks. No award will 
be mad® unless the applicant institution has given the NIH Office for Protection 
from Research Risks an acceptable assurance of compliance with the PHS policy 
and all concerns or questions raised by the IR6 have been resolved to the 
satisfaction of the NIH. 

Hazardous Research Materials and Methods 


The investigator and the sponsoring institution are responsible for protecting 
the environment and research personnel from hazardous conditions. As with 
research involving human subjects, reviewers are expected to apply the 
collective standards of the professions represented within the IRG in 
identifying potential hazards, such as inappropriate handling of oncogenic 
viruses, chemical carcinogens, infectious agents, radioactive or explosive 
materials, or recombinant DNA. 

If applications pose special hazards, these hazards will be identified and any 
concerns about the adequacy of safety procedures highlighted as a Special Note 
on the summary statement. No awards will be made until all concerns about 
hazardous procedures or conditions have been resolved to the satisfaction of the 
NIH. 

AVOIDING CONFLICTS Qg INTEREST DURING 110 MEETINGS 


At the beginning of each meeting, the executive secretary orients the members by 
explaining the NIH conflict-of-interest policy. A member oust leave the room 
when an application submitted by his/her own organization — is being discussed 
or when the member, his/her immediate family, or close professional 
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associated) ~ has a financial interest (indicated on Form 474), even if no 
significant involvement is apparent in eh® proposal being considered. This would 
include eha member's availability at eh® principal investigator's institution 
Cor discussions; being a provider of services, cell lines, reagents, or -other 
materials ; or writing of a lector of reference. In these cases, the member must 
be absent froa the -room during the review. Members are also urged to avoid any 
actions that might givo tbs appearance that a conflict of interest exists, even 
though he or she bolioveo there may not b@ an actual conflict of interest. Thus 
for example, a member should not participate in the deliberations and actions on 
any application fro© a recent student, a recent teacher, or a close personal 
friend. Judgment must bo applied on the question of reeency, frequency and 
strength of eh® working relationship between the ©ember and the principal 
investigator as reflected for example, in publications. Another example might 
be an application fro® a scientist with who® the member has had longstanding 
differences which could reasonably bo viewed as affecting the member's 
objectivity. However, if the executive secretary dot amines that the member can 
be objective, then a balanced point of view for the review is appropriate. 

A reviewer must leave the room during discussion of on application if he /she is 
a member of, or h a® a financial interest in the for-profit organization 
submitting the application. This includes ownership of stock in, or being a 
consultant for the for-profit organization. A reviewer should also leave the 
room during discussion of an application if being present would give the 
appearance of a conflict of interest. Example® would be, an application fro® a 
for-profit organization that provide® substantial financial funding to the 
reviewer's organization or laboratory, or fro® a for-profit organization that is 
in commercial competition with the reviewer's organization. 

At the end of the IRG meeting, the Executive Secretary .obtains written 
certification fro® all members that they have not participated in any reviews of 
applications when their presence would have constituted a real or apparent 
conflict of Interest. In addition, each study section keeps a log, prepared by 
the Grant® Assistant and maintained in the study section office, of which 
members left the room and for what applications. 


CONFIDENTIALITY 

All materials pertinent to th® applications being reviewed are privileged 
communications prepared for use only by consultants and NIH staff, and should 
not be shown to or discussed with other individuals. Review group members must 
not independently solicit opinions or review® on particular applications or 
part® thereof fro® experts outside eh® pertinent initial review group. Members 
may, however, suggest scientists from who® the Executive Secretary may 
subsequently obtain advice. Consultants are requested to leave all review 
materials with the Executive Secretary at the conclusion of the review meeting. 

Under no circumstances should consultants advise investigators, their 
organizations , or anyone else of reco®sisndntlotis or discuss the review 
proceedings with the®. The investigator may be led into unwise actions on th® 
basis of premature or erroneous information. Such advice also represents an 
unfair intrusion into the privileged nature of the proceedings and invades the 
privacy of fellow consultants serving on review committees and sice visit teams. 
A breach of conf identiality could deter qualified consultants fro® serving on 
review coiraittaaa and inhibit those who do from engaging in free and full 
discussion of recommendations. 
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COMMUNICATIONS WITH INVESTIGATORS 

Excape during site visits, chare should be no dirace consnunicationa between 
consultants and investigators. Consultants’ requests for additional information 
and telephone inquiries or correspondence from investigators should be directed 
to the Executive Secretary, who will handle all such coomunications. 
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FOOMUS 

J7 fl*# pacific tmim criteria will vary with othar eypaa of application® such as the National 
Fteaareh Ssrvic® tends (fellfl^hipa) , Research Caserns Dowalopaant awards, or 9aall Business 
Imovatioa. Rassseth p’aats. 

2/ The tem "own or ganiaarim '* tadudsa tha eatir® systma In vhich tha mnte i a an employes, 
ccnsuleatt , officer, director, or erust&a or ha® a finmclal interest; or with which tha msabar ia 
negotiating or ha® fay arge ngmanfc concerning prospective ®$loyaffisat. How®v®r, it has new bam 
datsminsd that tha Interest involved is too nmots or too inccnsffiqusneial to affect tha integrity 
of a special GcwsmfFsic entity®® 'a vrnim of a f undin g application or contract proposal fro® csss 
cszapua of cna erf tha following mltioiKEptaa isstltajticsKi, tter® tha interest consists solely of 
eraplsyBunt a® a faculty imter ( including Dspsraassnt Q iatigaan) at a separata css^&m of tha asm 
nultt-esapm inatieudoru 

Tha Ihivetsity of AMsSBa syatm consisting of the tMivsrsity of Alabama, tha Lhiversity of 
Alabwa in Binain§h®* end tte Oaivaraiey of Al abama in aattsviHa. 

Tha cmqmm of dm UxivmwLty of Calif cmia. 

Tha syetm comisting of Colorado Seat® tkcLveracity, tbs Uaivsrsity of Southern Colorado, jmd 
Fort Lada Colkg®. 

Tha Indiasa tMwsity gys M cemiscing of eigjbt vstdvm^d£im on nim empmm, with tha 
smspdm of tha sysett-wlda schools: tha School of gustes; tha School of DiseLsoy; tha 
School of bfedieiaa; tha School of Mussing? and dm School of Public ®sd Bavlromsmtsl Affairs c 

The Uaimaiey of Nebraska syst m consisting of tha University of Nabraak&--dJncoln, tha 
University cf Nebraska at Qahat ami tha Ihiwaity of Kabmska Msdical Canter. 

The cairns of tha State Uaivaraity of ta York. 

Tha Oregon ayat m erf M$we education ceasigtliig erf tha Uhivaraity of Oregon, Oregon Stats 
University, Oregon ffoalth Scdm&m University, Pcrtlsad Seats University, Western Oregon Scata 
Collaga, Scuttea Oregpa State College, Esstam Oregon State Collsga, aai tha Oregon Inseieut* 
cf Technology. 

Tha o£ dts Ilrivestaity of Tmaaaa . 

Tha separata isaiwsiei®® ompriaing da Ehivarsiry of T mm Systm. 

Tto asperates emprisht® dia University cf Wisconsin Systaa. 

c.f. Fedaral R &^sox, April 23, 1986, Part 73 (temn iad) 


2! ^”Wtk®E8 ®d od&sg QiUigM with the® assstesra regularly oo^eurhor papers, consult, or 
othOTwisa closely 'tHe®a peofeasimal ssscda&a" is tha farm NTH finis most a pp ropr l ata to 

th® wrd "partas®" in the Petes! corrfllct-of-intsrsst las® end regulation®. 


August 1986 




rJCURE 42 


ASSIGNMENT LIST 


Study Section 

FINAL ASSIGNMENT LIST 
Date 


APPLICATION NO 


INVESTIGATOR 


ASSIGNEES 




FIGURE 43 


3DITI0NAL INFORMATION REQUEST LETTER 


DEPARTMENT OF HEALTH & HUMAN SERVICES 


Public Health Service 


(Date) 


National Institutes of Health 
Bethesda, Maryland 20892 
Building : 

Room : 

(301) 496- 


Re: (application number) 


(inside address) 


Dear Dr. 


In order to facilitate the processing of your application which will be 
reviewed by the Study Section in , 19 

please forward to me, as soon as possible , six (6) copies of the 
following information: 

_ Please supply a description of the research supported by 

_ Also please delineate any scientific or budgetary boundaries or overlaps 
with the present application. 

Additional Information regarding the use, care, and handling of animals, 

(see attachment) 

l _ A completed HEW-596 form (Human Subjects), 

The 6 points answered for research involving human subjects (see 

instructions in application kit PHS 398) 

_ A statement Indicating all significant changes made in this amended 
application. 

Other: 


If you have any questions, please call me at 301-496- 

Sincerely , 


(Exec, Sec. T s name & degree) 
Executive Secretary 

Study Section 

Division of Research Grants 
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FIGURE 43a 


INFORMATION REQUEST FORM FOR RESEARCH 
INVOLVING VERTEBRATE ANIMALS 

Involvement of live, vertebrate animals for research purposes as 
described in your proposal (even i f at no cost to your proposal and/or 
if performed at a secondary site) require the submission of the 
following information to complete your application. Unless received by 

the review of your application will be deferred to 

the next review cycle. 

{ ) Applications from institutions that do not have an approved 

Assurance on file with the Office for the Protection from Research 
Risks (OPRR), NIH, must contain a declaration that the institution 
will establish an Institutional Animal Care and Use Committee 
(IACUC) and submit an Assurance upon request by OPRR. See note. 

( ) Applications from institutions with approved Assurances must 
provide a letter of verification of the date of review by the 
IACUC signed by the authorized institutional official. See Note. 

( ) Complete discussion of the following points must be provided: 

a. identification of the species and approximate number of 
animals to be used; 

b. rationale for involving animals, and for the appropriateness 
of the species and number to be used; 

c. a complete description of the proposed use of the animals; 

d. assurance that discomfort and injury to animals will be 
limited to that which is unavoidable in the conduct of 
scientifically valuable research, and that analgesic, 
anesthetic, and tranquilizing drugs will be used where 
indicated and appropriate to minimize discomfort and pain to 
animals; 

e. a description of any euthanasia method to be used. 


Note : The verification or declaration must come from your own 

institution even if the animal research is to be done at a 
secondary site. 
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i' UjUJK.IL 4H 


THE NIH CONFLICT OF INTEREST POLICY AND CERTIFICATION 


According to the NIH conflict-of-interest policy, an individual may not be- 
involved in the, review of an application submitted by his or her own 
organization, ~ or when the reviewer or his or her immediate family, or close 
professional associate(s) — has a financial interest even if no significant 
involvement is apparent in the proposal being considered. This would include 
the reviewer's availability at the principal investigator's institution for 
discussions; being a provider of services, cell lines, reagents, or other 
materials; or writing of a letter of reference. Reviewers are urged to avoid 
any actions that might give the appearance that a conflict of interest exists, 
even though he or she believes there may not be an actual conflict of interest. 
Thus, for example, you should not participate in the review of any application 
from a recent student, a recent teacher, or a close personal friend. Judgment 
must be applied on the question of recency, frequency and strength of the 
relationship between yourself and the principal investigator as reflected, for 
example, in publications and in the continuing nature of the relationship. 
Another example might be an application from a scientist with whom you have had 
longstanding differences which could reasonably be viewed as affecting your 
objectivity. 

A reviewer may not evaluate an application if he or she is a member of, or has a 
financial interest in a for-profit organization submitting the application. 

This includes ownership of stock in, or being a consultant for the for-profit 
organization. If there is the appearance of a conflict of interest, for 
example, an application from a for-profit organization that provides substantial 
financial funding to your organization or laboratory, or from a for-profit 
organization that is in commercial competition with your organization, you 
should not be involved in the review. 

When you complete your review, please the sign the certification that you have 
not participated in the review of an application with which you have a real or 
apparent conflict of interest. 

~ The term "own organization" includes the entire system in which you 
are an employee, consultant, officer, director, or trustee or have a 
financial interest; or with which you are negotiating or have any 
arrangement concerning prospective employment. 

2 / 

— Co-workers and other colleagues with whom you regularly co-author 
papers, consult, or otherwise closely relate. "Close professional 
associate" is the term NIH finds most appropriate to the word 
"partner" in the Federal conflict-of-interest laws and regulations. 


I have read the NIH policy statement on conflict of interest and hereby certify 
that I was not involved in the review of an application with which I am in real 
or apparent conflict of interest. 


Signature 


Name 
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FIGURE 45 


OUTSIDE OPINION REQUEST LETTER 


^ DEPARTMENT OF HEALTH & HUMAN SERVICES 

w 


Public Health Service 


National Institutes of Heali 
Bethesda, Maryland 2020* 
Building : 

Room 
(301) 486- 


Re: 


ar : 

a enclosed application la scheduled for review at Che 

Study Section meeting, It would be of considerable 

sistance to the Study Section in evaluating this application if you could 
ve your opinion of the proposed project. Enclosed is the relevant Guide for 
viewers' Comments, 

ease forward your typed comments to me by so that they can be 

da available to reviewers before the meeting. Because of the confidential 
ture of review materials, the application and any accessory materials, 
ould be disposed of in a confidential manner. 

tached is " The NIH Conflict of Interest Policy and Certification ". Please 
ad this statement outlining NIP policy regarding conflict of interest and 
turn the signed form with your review in the enclosed envelope, 

der the Privacy Act of 1974, principal investigators may have access, upon 
quest, to documents generated during the review of their grant application, 
u do not have to sign written comments, and your comments will not be 
tained after being incorporated into the summary statement. In the unlikely 
ent that your comments must be made available to a principal investigator, 
u will he promptly notified by NIH staff. 

ur contribution to the evaluation process is very ouch appreciated. If you 
ve any questions, please call me collect. 

Sincerely yours, 

(NAME-) 

Executive Secretary 

Study Section 

Division of Research Grants 


closures 






Chapter VII 

PREPARATION FOR MEETINGS BY THE GRANTS ASSISTANT 


A. PREPARATION OF WORKBOOKS: MAILING PROCEDURES 


The Executive Secretary and Grants Assistant usually work together 
to develop a tentative mailing schedule as well as cut-off dates for 
requesting outside opinions and additional information. Such 
schedules depend on the time required for duplicating and 
distributing the additional information and the dates of the study 
section meeting. 

The members' workbooks contain the applications and supporting 
material that will be needed at the study section meeting. 
Applications should be arranged by Institutes in alphabetical order. 
The applications within each Institute should be in numerical order. 
Members should not receive applications submitted by their own 
organizations. (See Chapter XV, Section A.) 

The study section office may send members either complete workbooks 
or periodic mailings of applications and pertinent materials that 
will be later assembled into workbooks by the members. In either 
case, complete workbooks and the assignment list should be received 
by members about 4 weeks before the meeting— earlier if possible. 

Mailings should not be postponed for late replies from applicants or 
outside reviewers; such material can be sent later. 

1. Mailings 

a. Mailing to Assignees First, With Complete Workbooks Mailed 

Later l Some study sections send packages of applications 
with pertinent materials to assignees first, so that the 
assignees have their review applications as soon as 
possible. No later than 4 weeks before the meeting, 
complete workbooks are assembled and sent to all members, 
excluding any applications for which there is a conflict of 
interest. 

b. Periodic Mailing to All Members . In some study sections, 

applications and materials are mailed to members as soon as 
they are received, along with a partial assignment list. 
Periodically thereafter, additional information and 
applications with supporting materials are mailed until all 
have been distributed. A cut-off date for such mailings 
should be set, however, and material received after that 
date should be kept for distribution at the meeting. 
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A covering memo or mailing list should be sent with each 
mailing. A complete assignment list should be sent with the 
last mailing or as soon as all assignments are firm. 


c. Assignment Mailing . The following materials should be 
included in assignment mailings: 

For Assignees : 

® Applications and supporting materials (appendices, preprints, 
reprints, collaborative letters, reference letters*, etc.); 

0 Any additional information from the principal investigator; 

3 Revised budget pages; 

9 Outside opinions; 

9 Project site visit reports; 

@ Summary statements (for competing continuation applications); 
® Previous application (for amended and supplemental 
applications); 

0 Forms on which to prepare comments (Figure 46); 

9 Covering memo, with general information about the meeting 
(Figure 47); 
e Agenda (Figure 48); 

@ Guides for Reviewers' Preliminary Comments for each type of 
application (R01, K04, R29, F32, etc.); 
e Review Procedures (See Chapter VT); 

@ The study section roster for the current meeting (Figure 49). 

d. Miscellaneous Items Sent With Mailings . In addition to the 
workbooks, study section members may receive the following 
items: 

0 Return postcards, so that they can notify the study 
section office that material was received and if 
material was missing; and 

9 Self-addressed business reply envelopes for return of 
written reviews. 

e. Workbook Mailings . This includes the complete book of 
applications to be reviewed except for conflicts. 

2. Workbooks for Observers 

Two workbooks of applications only for observers are to be available 
at the meeting and discard'ecTat the end of the meeting. These books 
are not for Institute representatives 1 use during meetings, and a 
statement to this effect should be noted on the cover. 


*Reference letters are required for fellowship and FIRST 
applications. 
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3. General Mailing Procedures 

Small packages (up to 2 02 ) are to be sent in regular NIH franked 
envelopes, with the address typed on a plain white label or on the 
envelope. Larger packages are to be sent in unfranked envelopes or 
in jiffy bags, with a standard mailing label affixed. These 
supplies can be obtained at the Self Service Store or from the 
Office Services Section, DRG. For extra large packages, boxes 
available from Office Services may be used (Figure 50). 

Accordion folders may be used in assembling the applications into 
books. After the jiffy bags or boxes have been filled, the Grants 
Assistant attaches a completed franked label, closes and seals the 
packages, and then calls Office Services (496-9797) to have them 
picked up to be mailed. 

B. FORMS OBTAINED FROM THE DRG COMPUTER SYSTEM 


The following forms are necessary for the study section meeting. 
They may be obtained by accessing TSO on the computer. Instructions 
for obtaining the following documents are found in the User Resource 
Office. 

1. Assignment List (Function #54, which is SSR - Simplified System 
for Reports ) 

To receive an accurate listing of applications assigned to a 
particular study section, the Grants Assistant should periodically 
order a computerized assignment list. Follow the instructions in 
SSR. This list, which comes in various formats, may be sent with 
each mailing to study section members. Various types of file labels 
may also be ordered with this list, which Grants Assistants use for 
filing and identifying additional information. Address labels for 
study section members are also ordered through this computer 

function. 

2. Scoring Sheets (Function #71, which is IIS - IRG Interface 
System] 

Computerized scoring sheets (Figure 51) are used by study sections 
for members (not ad hoc reviewers) to record their priority scores 
for each application. These scoring sheets should be requested from 
the computer by the Grants Assistant close to the meeting date (1 or 
2 weeks prior to the meeting). When a study section requests 

scoring sheets, the computer workfiles can be updated and corrected 
with information on each application to be reviewed. 

3. Administrative Data List (Function #71) 

The Administrative Data List (Figure 52) is available only after 
ordering scoring sheets. At this time, the Grants Assistant should 
check the following items for accuracy on each application: 

9 Assignment number, 

• Spelling of the investigator's name, 
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® Human Subject Code (HSC), 

® Principal investigator's degree, 
e Institution, city, and state, 

0 Beginning dates, 

• Requested amounts, and 
® Title of the project. 

The title is limited to 53 spaces; if the maximum is exceeded, the 
Executive Secretary must shorten it. To insure the accuracy of the 
above information, enter all corrections in the computer system for 
updating, and order a new Administrative Data List to check that 
corrections have been made. The Administrative Data list may also 
be used by the Executive Secretary and Grants Assistant to record 
the budgets after they have been computed and to record actions 
taken by the study section during the meeting. This information is 
then entered into the IIS system after the study section meeting. 

4. Worksheets , (Function #71) 

At present some study sections are still using worksheets and so the 
worksheet section has been included in this handbook. The worksheet 
may be ordered when the scoring sheets are requested. (See Figure 
53). 

C. MATERIALS NEEDED DURING THE MEETING 

Specific materials are gathered or prepared by the Grants Assistant 
prior to the meeting. Because so many items are involved, a suggested 
checklist follows, which can, of course, be changed to suit the 
individual study section. 

1. Checklist 


a. Members' Meeting Folders 


® Additional materials received too late for mailing; 
o Peer Review Notes (available in the Grants Inquiries Office, 
WB7449)1 

0 Agenda (Figure 48); 

0 Assignment List (Figure 54); 

0 Copy of previous Study Section Minutes; 

8 Calendar; 

0 Roster (Figure 49); 

0 Review Procedures for Initial Review Group (IRG) Meetings 
(See Chapter VI, Optional); 

0 Seating Chart (Figure 55); 

0 Travel Reimbursement Form (Figures 56 and 57) and 
business reply envelope; 

0 Scoring Sheets (Figure 51). 

b. Extra Supplies and Reference Materials 

0 Two extra copies of complete study section minutes; 

• Copies of seating chart, agenda, roster and meeting list; 

0 Name plates (optional); 
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® Two extra workbooks for observers; 

9 Office supplies (scissors, stapler and staples, stapler 
remover, tape, string, mailing labels, rubber bands, paper 
clips, and extra boxes or bags for trash); 

@ Schedules of Council meetings (optional); 

® Schedules of study section meetings (optional); 

® Shorthand notebook; 

@ Sign in sheet for visitors. 

c. Additional Items When the Meeting is Off the Reservation 

o Large lined pads; 

e Mailing labels (franked), envelopes, and jiffy bags for 
out-of-town meetings; 

a Pencils; 

® Phone book. 

NOTE: For out-of-town meetings, there are no name plates. (Put 

seating chart on the door.) 

d. Extra Activities Before the Meeting 

a Remind the Executive Secretary to have the comptime request 
completed; 

a Order parking permits if the meeting is on the reservation or 
at certain hotels; 

a Type Certification of No Conflict of Interest forms (See 
Chapter XI); 

a Fill in Chronological Record of Claims for Travel 

Reimbursement for Consultants (Figure 58) to be completed 
as travel claims are processed after the meeting. 


2. Seating Chart 

The Chairperson sits next to the Executive Secretary, while the 
Grants Assistant is seated either near the Executive Secretary or on 
the other side of the Chairperson. There are no standard rules 
governing the seating arrangements for study section members. 

Seating arrangements should be made so that observers can identify 
members. Also a seating chart should be provided showing the 
conference table and the location of the staff and study section 
members. Extra copies of this chart should be available for 
visitors. 

3. Agenda 

The Executive Secretary prepares the agenda for the study section 
meeting, which normally includes the introduction of new members and 
pertinent reports followed by the review of applications (Figure 
48). 

Part of the meeting may be "open to the public", but most of the 
meeting, during application review, is closed to the public. 
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e Human Subject Code (HSC), 

9 Principal investigator's degree, 

9 Institution, city, and state, 

® Beginning dates, 
e Requested amounts, and 
a Title of the project. 

The title is limited to 53 spaces; if the maximum is exceeded, the 
Executive Secretary must shorten it. To insure the accuracy of the 
above information, enter all corrections in the computer system for 
updating, and order a new Administrative Data List to check that 
corrections have been made. The Administrative Data list may also 
be used by the Executive Secretary and Grants Assistant to record 
the budgets after they have been computed and to record actions 
taken by the study section during the meeting. This information is 
then entered into the IIS system after the study section meeting. 

4. Worksheets , (Function #71) 

At present some study sections are still using worksheets and so the 
worksheet section has been included in this handbook. The worksheet 
may be ordered when the scoring sheets are requested. (See Figure 
53). 

C. MATERIALS NEEDED DURING THE MEETING 

Specific materials are gathered or prepared by the Grants Assistant 
prior to the meeting. Because so many items are involved, a suggested 
checklist follows, which can, of course, be changed to suit the 
individual study section. 

1. Checklist 


a. Members' Meeting Folders 

« Additional materials received too late for mailing; 
a Peer Review Notes (available in the Grants Inquiries Office, 

WB7MT; 

a Agenda (Figure 48); 

$ Assignment List (Figure 54); 
o Copy of previous Study Section Minutes; 

® Calendar; 
a Roster (Figure 49); 

a Review Procedures for Initial Review Group (IRG) Meetings 
(See Chapter VI, Optional); 
a Seating Chart (Figure 55); 

9 Travel Reimbursement Form (Figures 56 and 57) and 
business reply envelope; 

• Scoring Sheets (Figure 51). 

b. Extra Supplies and Reference Materials 

• Two extra copies of complete study section minutes; 

• Copies of seating chart, agenda, roster and meeting list; 
a Name plates (optional); 
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e Two extra workbooks for observers; 

© Office supplies (scissors, stapler and staples, stapler 
remover, tape, string, mailing labels, rubber bands, paper 
clips, and extra boxes or bags for trash); 

© Schedules of Council meetings (optional); 

@ Schedules of study section meetings (optional); 

® Shorthand notebook; 

® Sign in sheet for visitors. 

c, Additional Items When the Meeting is Off the Reservation 

© Large 1 ined pads; 

© Mailing labels (franked), envelopes, and jiffy bags for 
out-of-town meetings; 

© Pencils; 

© Phone book. 

NOTE: For out-of-town meetings, there are no name plates, (Put 

seating chart on the door.) 

d. Extra Activities Before the Meeting 

© Remind the Executive Secretary to have the comptime request 
completed; 

© Order parking permits if the meeting is on the reservation or 
at certain hotels; 

© Type Certification of No Conflict of Interest forms (See 
Chapter XI); 

© Fill in Chronological Record of Claims for Travel 

Reimbursement for Consultants (Figure 58) to be completed 
as travel claims are processed after the meeting. 


2. Seating Chart 

The Chairperson sits next to the Executive Secretary, while the 
Grants Assistant is seated either near the Executive Secretary or on 
the other side of the Chairperson. There are no standard rules 
governing the seating arrangements for study section members. 

Seating arrangements should be made so that observers can identify 
members. Also a seating chart should be provided showing the 
conference table and the location of the staff and study section 
members. Extra copies of this chart should be available for 
visitors. 

3. Agenda 

The Executive Secretary prepares the agenda for the study section 
meeting, which normally includes the introduction of new members and 
pertinent reports followed by the review of applications (Figure 
48). 

Part of the meeting may be "open to the public", but most of the 
meeting, during application review, is closed to the public. 
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Study section agendas are now submitted to the User Resource Office 
no later than two weeks before a meeting to be put into the computer 
and thereby available to all Institutes. Follow instructions 
obtained from the User Resource Office. 

The agenda should be duplicated in sufficient quantities for 
distribution to all study section members and for visitors at the 
meeting. It should also be sent to the appropriate Section Chief. 

During the meeting days, the agenda, with a contact phone number, 
should be posted on the study section hall office door. 

4. Rosters 

Rosters (Figure 49) are completed by following instructions from the 
User Resource Office. The Chairperson is listed first, then the 
members in alphabetical order, with the Executive Secretary last. 
The Grants Assistant is optional. The roster is submitted to the 
User Resource Office to be available to all Institutes through the 
computer. 

D. TRANSPORTATION OF MATERIALS TO AND FROM MEETING SITE 


1. Local Meetings (NIH, Bethesda, or Washington) 


Cardboard boxes for packing study section meeting materials can be 
obtained from the Self Service Store or from the Office Services 
Section. 

Grants Assistants should make arrangements for transporting material 
about 3 days before the meeting. Transportation (496-4380) will 
need to know how much and what kinds of material are to be moved, 
when they should be picked up, where they should be taken, and the 
DRG CAN number. At the same time, Transportation can be informed 
when to pick up and return materials to the study section office. 

2. Qut-of-Town Meetings 

The NIH Transportation Section cannot deliver material out of town. 
Therefore, the Grants Assistant should pack materials in boxes and 
prepare labels, after which the Office Services Section will have 
the materials picked up and sent via parcel post or by a Government 
Bill of Lading (Figure 59) to the meeting site. These packages 
should be sent at least 2 weeks before the meeting in order to 
ensure delivery. Additional materials can be sent later by postal 
' r k with the Mail Room for mailing instructions. 

stant must make arrangements for someone at the 
'eceive and store the materials. This person can be 
'Ction member or a staff member of the hotel where 
) be held. 
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All material mailed in advance of the meeting and addressed to the 
Executive Secretary, Grants Assistant, or study section member 
should be marked "HOLD FOR ARRIVAL on (DATE)." 

3. Hand Carried Materials 

Scoring sheets, reviews and other essential items, including 
correspondence regarding room reservations, should be carried by the 
Grants Assistant or the Executive Secretary to the study section 
meeting. 
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vJ ri4 14. x-n-» 


NUMBER: REVIEWERS: 

NAME: 


TO THE TYPIST: PLEASE -DOUBLE SPACE AND USE PLAIN SHEET FOR CONTINUATION PAGES AND 
IDENTIFY WITH GRANT NUMBER. 
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Date 

From 

Subiect 

To 


COVERING MEMO/ FIRST MAILING 


FIGURE 47 


DEPARTMENT OR HEALTH HI MAN SERV l( ES 


Public Health Service 
National Institutes of Health 


August 22, 1980 


Memorandum 


John L, Meyer, Ph.D. 

Executive Secretary, PTHA 

Review Meeting, October 15-17, 1966 

Members and Special Reviewers 
Pathology A Study Section 

The enclosed research and "First" award grant applications have been 
assigned to this study section for review at the October 1986 meeting in 
preparation for consideration by the Institute Advisory Councils during 
January 1987. The workload for this meeting is estimated to be 91 
applications . 

The study section meeting will take place at the Chevy Chase Holiday 
Inn, Chevy Chase, Maryland, 20815. The telephone number at the hotel 
is: (301) 656-1500. The meeting will begin at 8:00 a.m. on Wednesday, 
October 15, 1986. Reservations have been made for each of you at the 
Chevy Chase Holiday Inn; if you wish to make other arrangements, please 
let us know so that your reservation can be cancelled. For late arrival 
(after 6:00 p.m. ) please call the hotel and give a credit card number or 
send a night's deposit. The price quoted for single roams is 558.00 
plus tax. If you prefer to take the Metro the hotel is located near the 
Friendship Heights stop. 

In addition to the applications, reprints, appendices and supplementary 
material already sent, I call your attention to several other enclosed 
documents relating to application review. These will be particularly 
helpful to those new to the review process. Please note the instruc- 
tions regarding the use of animals. 

Assignments ; Each of you has been designated as one of two primary 
reviewers on a number of applications. It will be necessary for you" to 
prepare written garments on each assigned application, following" the 
appropriate .format, for presentation and discussion at the study section 
meeting. If you have been designated as the first reviewer , please 
write a full evaluation, i.e. , Description, Critique, Investigator, 
Resources/Environment, Budget, and Peccrmendation. If you are the 
second reviewer , you need not write a Description section. 

The third person identified on the form has been designated as a "reader;" 
The "reader" should be prepared to participate in the discussion. 
Written Comments by the "reader" are optional but would be appreciated, 
particularly as they relate to strengths and weaknesses. 

The purpose of the Description is to convey to the other members the 
essence of the research proposed and should not be excessively detailed. 
Oie page or less will be sufficient except in unusual circumstances. 
(The actual Sunmarv Statement Description is prepared from the 
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Continued 



August 22, iy«t> 


FIGURE 47 (cont) 


investigators abstract. ) Similarly, the Critique portion of your 
review, although the most Important aspect of your analysis, should be 
precise and to_the point. Excessive detail, especially regarding 
methodological "problems, should be avoided unless you feel it is essen- 
tial to the review. It is important that each application receive a 
thorough examination by the Study Section but because of the heavy 
workload generally assigned to Pathology A, the carmittee must be 
prepared to work efficiently. The Investigator section should emphasize 
relevant training and experience. Undergraduate and graduate degrees 
are not as important. This section also should be concise. The only 
area in which I almost always need additional detail is the budget 
reduction justification. This is perhaps the most common cause for 
rebuttal by investigators and the Institutes are becoming increasingly 
sympathetic to their concerns, particularly the number of years recom- 
mended. Unless I receive a justification for each item to be deleted, 
it will almost certainly be reinstated by Council. 

For members not familiar with the general procedures of Pathology A, it 
is important to emphasize that both first and second reviewers have 
equal responsibilities for thorough reviews of assigned applications. 
Equal weight is given to each in the preparation of Summary Statements . 
In the presentation of their reviews to the Study Section, however, the 
second reviewer should be prepared to only discuss those issues which 
were not raised by the first reviewer or in which there is a difference 
of opinion. Similarly, . the reader should only add missing elements to 
the discussion. I will, however, attempt to incorporate all points 
raised in the discussion, either from assigned reviewers, or other 
interested members of the Study Section. 

An issue that surfaced at previous meetings was that it was sometimes 
difficult for members of the panel that were not assigned a particular 
application to gain the sense of a reviewers opinion if the review was 
read verbatim from the printed copy. It was suggested that the 
attention of the entire Study Section would be improved if the assigned 
reviewers summarized, in a more narrative style, the important positive 
and negative aspects of the application. More importantly perhaps, this 
would also leave more time for discussion of the applications by 
interested members of the Study Section. I would still need the written 
copy for the purpose of preparing the Summary Statements but I believe 
the consensus of the group felt that the level of interest for each 
application would be considerably improved, resulting in a better review 
of each application with interaction of more members of the Study 
Section, if these suggestions are followed. Let's try to implement this 
slight change in our review procedure, and still be consistent with your 
own style of grant review, at the upcoming meeting. 

A final 'point I would like to make in this regard is that, as many of 
you surely knew, institutional administrators often use the Summary 
Statements to make tenure and promotional decisions. Although your 
written (and verbal) comments should accurately reflect your appraisal 
of the proposed research, the best interests of the investigators should 
also be kept in mind. Remember critique implies both positive and 
negative evaluations. 
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COVERING MEMO/ FIRST MAILING 


FIGURE 47 


DEPARTMENT OF HEALTH HI MAN SERVICES 


Public Health Service 
National institutes of Health 


Memorandum 


Aucust 22 , 19P6 

John L. Meyer, Ph.D, 

Executive Secretary, PTHA 

Review Meeting, October 15-17, 1986 

Members and Special Reviewers 
Pathology A Study Section 

The enclosed research and "First” award grant applications have been 
assigned to this study section for review at the October 1986 meeting m 
preparation for consideration by the Institute Advisory Councils during 
January 1987. The workload for this meeting is estimated to be 91 
applications. 

The study section meeting will take place at the Chevv Chase Holiday 
Inn, Chevy Chase, Maryland, 20815. The telephone number at the hotel 
is: (301) 656-1500. The meeting will begin at 8:00 a.m. on Wednesday, 
October 15, 1986. Reservations have been made for each of you at the 
Chevy Chase Holiday Inn; if you wish to make other arrangements, please 
let us knew so that your reservation can be cancelled. For late arrival 
(after 6:00 p.m.) please call the hotel and give a credit card number or 
send a night's deposit. The price quoted for single rooms is $58.00 
plus tax. If you prefer to take the Metro the hotel is located near the 
Friendship Heights stop. 

In addition to the applications, reprints, appendices and supplementary 
material already sent, I call your attention to several other enclosed 
documents relating to application review. These will be particularly 
helpful to those new to the review process. Please note the instruc- 
tions regarding the use of animals. 

Assignments : Each of you has been designated as one of two primary 
reviewers on a number of applications. It will be necessary for you to 
prepare written Garments on each assigned application, following the 
appropriate format, for presentation and discussion at the study section 
meeting. If you have been designated as the first reviewer , please 
write a full evaluation, i.e., Description, Critique, Investigator, 

Re sources /Environment , Budget, and Recommendation. If you are the 
second reviewer , you need not write a Description section. 


The third person identified on the form has been designated as a "reader;" 
The reader' should be prepared to participate in the discussion. 
Written Garments by the "reader" are optional but would be appreciated, 
particularly as they relate to strengths and weaknesses. 


^ ggseription is to convey to the other members the 
resea f? H proposed and should not be excessively detailed. 

(The" <f SS W1 ^ cu su ^^i c i ent except in unusual circumstances. 

(The actual Summary Statement Description is prepared from the 


( 
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1'IGURE 47 (cont) 


investigators abstract.) Similarly, the Critique portion of your 
review, although the most important aspect of your analysis, should be 
precise and to_the point. Excessive detail, especially regarding 
methodological -problems, should be avoided unless you feel it is essen- 
tial to the review. It is important that each application receive a 
thorough examination by the Study Section but because of the heavy 
workload generally assigned to Pathology A, the ccrrmittee must be 
prepared to work efficiently. The Investigator section should emphasize 
relevant training and experience. Undergraduate and graduate degrees 
are not as important. This section also should be concise. The only 
area in which I almost always need additional detail is the budget 
reduction justification. This is perhaps the most corrmon cause for 
rebuttal by investigators and the Institutes are becoming increasingly 
sympathetic to their concerns, particularly the number of years recom- 
mended. Unless I receive a justification for each item to be deleted, 
it will almost certainly be reinstated by Council. 

For members not familiar with the general procedures of Pathology A, it 
is important to errphasize that both first and second reviewers have 
equal responsibilities for thorough reviews of assigned applications. 
Equal weight is given to each in the preparation of Summary Statements. 
In the presentation of their reviews to the Study Section, however, the 
second reviewer "should be prepared to only discuss those issues which 
were not raised by the first reviewer or in which there is a difference 
of opinion. Similarly ,, the reader should only add missing elements to 
the discussion. I will, however, attempt to incorporate all points 
raised in the discussion, either from assigned reviewers, or other 
interested members of the Study Section. 

An issue that surfaced at previous meetings was that it was sometimes 
difficult for members of the panel that were not assigned a particular 
application to gain the sense of a reviewers opinion if the review was 
read verbatim frcm the printed copy. It was suggested that the 
attention of the entire Study Section would be improved if the assigned 
reviewers summarized, in a more narrative style, the important positive 
and negative aspects of the application. Mere importantly perhaps, this 
would also leave more time for discussion of the applications by 
interested matters of the Study Section. I would still need the written 
copy for the purpose of preparing the Summary Statements but I believe 
the consensus of the group felt that the level of interest for each 
application would be considerably improved, resulting in a better review 
of each application with interaction of more members of the Study 
Section, if these suggestions are followed. Let's try to implement this 
slight change in our review procedure, and still be consistent with ycur 
own style of grant review, at the upcoming meeting. 

A final' point I would like to make in this regard is that, as many of 
you surely know, institutional administrators often use the Summary 
Statements to make tenure and promotional decisions. Although your 
written (and verbal) carmen ts should accurately reflect your appraisal 
of the proposed research, the best interests of the investigators should 
also be kept in mind. Remember critique implies both positive and 
negative evaluations . 
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FIGURE 47 (cont) 


A single sheet form is enclosed for each application to serve as the 
first page of your written comments. If more forms are needed, please 
let us know. ££ter typing your Garments ( DOUBLE SPACE ) , please have 
your secretary assemble three copies , collated and stapled; the original 
may serve as yo ur copy. Please give Mrs. Nancy Purse 11 two copies of 
each review as soon as you arrive. Because of the problems we generally 
experience with the mail, I recornrend not mailing copies of your reviews 
ahead of time unless it is more convenient to you. 

Additional Information : If any of the applications assigned to you 
presents a problem which might be resolved by securing additional 
information, especially if it can be obtained from the principal inves- 
tigator, please let me knew so that we may attempt to gather the infor- 
mation necessary to facilitate your review, 

I have also enclosed a previously prepared Suggestions information sheet 
which duplicates some points raised above arid addresses other items 
which are of use in completing the review process. 

Additional information, applications and notification of any changes 
will accompany a later mailing. May I again remind you that if you 
receive any application you do not wish to review either because of a 
misassignrrent or ?or personal reasons, It would be appreciated if you 
v^Td^call this office as soon as 'possible so that "an alternate 
assignment for preliminary review~can be made as rapidly as possible . 

Please bring all applications and assignments to the study section 
meeting. 

Should you have any questions, please do not hesitate to call us at 
301-496-7305. 

I am looking forward very much to seeing and working with each of you in 
October. 



irohn^L. Meyer, Ph%f^ 


Enclosures 
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FIGURE 48 

AGENDA 8605 PTHA SAMPLE 

AGENDA 

PATHOLOGY A STUDY SECTION 
FEBRUARY 19-21, 1986 

ramada betkesda 

8400 Wisconsin Avenue 
Bethesda, Main/ land 20814 
(301) 654-1000 


WEDNESDAY, FEBRUARY 19, 1986 



8:00 a.m. 


Call to Order 

Dr . Pietra 

8:00 a.m. - 

8:45 a.m. 

Administrative Remarks 




(Open to the public) 

Dr. Meyer 

8:45 a.m. 


Consideration of Grant 




Applications (Closed) 

Dr. Pietra 

8:45 a.m. - 

1:00 p.m. 

AM category (17 applications) 


1:00 p.m. - 

2:00 p.m. 

LUNCH 


2:00 p.m. - 

2:45 p.m. 

AM (continued) 


2:45 p.m. - 

6:00 p.m. 

HL Category (60 applications) 


THURSDAY, FEBRUARY 20, 1986 



8:00 a.m. - 

1:00 p.m. 

HL (continued) 


1:00 p.m. - 

2:00 p.m. 

LUNCH 


2:00 p.m. - 

6:00 p.m. 

HL (continued) 


FRIDAY, FEBRUARY 21, 1986 



8:00 a.m. - 

12:00 p.m. 

HL (continued) 


12:00 p.m. - 

12:15 p.m. 

AG Category (1 application) 


12: 15 p.m. - 

12:45 p.m. 

AI Category (2 applications) 


12:45 p.m. - 

1:45 p.m. 

LUNCH 


1:45 p.m. - 

3:30 p.m. 

CA Category (6 applications) 


3:30 p.m. - 

3:50 p.m. 

HD Category (1 application) 


3:50 p.m. - 

5:30 p.m. 

NS Category (6 applications) 


5:30 p.m. - 

6:00 p.m. 

Final Remarks 

Drs. Meyer 




& Pietra 

6:00 p.m. 


Adjournment 

Dr. Pietra 


* Times approximate Institute representatives should judge accordingly. 
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FIGURE 49 


PATHOLOGY A STUDY SECTION 
June 10-13, 1986 
ROSTER 


CHAIRPERSON 

PIETRA, Giuseppe G., M.D. 
Professor of Pathology & Director 
Division of Anatomic Pathology 
Hospital of the University of 
Pennsylvania 

Philadelphia, Pennsylvania 19104 

BAENZIGER, Nancy L. , Ph.D. * 
Research Associate Professor 
Dept, of Anatomy & Neurobiology 
Washington University 
School of Medicine 
St. Louis, Missouri 63310 

BLANTZ, Roland C. , M.D. 

Professor of Medicine 
Chief, Nephrology Section 
Veterans Administration Med. Ctr. 
San Diego, California 92161 

COUSER, William G. , M.D. 

Professor of Medicine 
Head, Division of Nephrology 
University of Washington 
School of Medicine 
Seattle, Washington 98195 

CRAPO, James D. , M.D. 

Professor of Medicine 
Department of Medicine 
Duke University Medical Center 
Durham, North Carolina 27710 

FOWLER, Stanley, Ph.D. 

Professor of Pathology 
Department of Pathology 
University of South Carolina 
Columbia, South Carolina 29208 

FREEMAN, Bruce, Ph.D. * 

Associate Professor 
Department of Anesthesiology 
University of Alabama 
Birmingham, Alabama 35294 


GAMBETTI , Pierluigi, M.D. 

Professor of Neuropathology 
Director, Div. of Neuropathology 
Case Western Reserve University 
School of Medicine 
Cleveland, Ohio 44106 

GIMBRONE, Michael A., Jr., M.D. 
Professor of Pathology 
Department of Pathology 
Brigham and Women's Hospital 
Boston, Massachusetts 02115 

HUDSON, Billy G. , Ph.D. 

Professor of Biochemistry 
Department of Biochemistry 
University of Kansas Medical Center 
Kansas City, Kansas 66103 

JOHNSON, Alice R. , Ph.D. 

Research Professor . 

Department of Biochemistry 

The University of Texas Health Ctr. 

Tyler, Texas 75710 

KANVAR, Yashpal S., M.D. , Ph.D. 
Professor of Pathology 
Department of Pathology 
Northwestern University 
Medical School 
Chicago, Illinois 60611 

KIRKPATRICK, Joel B., M.D. * 
Professor of Pathology 
Baylor College of Medicine 
Houston, Texas 77030 

LEWIS, Edmund J. , M.D. 

Professor of Medicine 
Department of Medicine 
Rus h- Presbyter ian- 

St. Luke's Medical Center 
Chicago, Illinois 60612 



rnimJUJGY A STUDY SECTION 
June 10-13, 1986 
ROSTER 


PHAN, Sera H. , M . D . 

Assistant Professor of Pathology 
Department oT~Pathology 
Univ. of Michigan .Medical School 
Ann Arbor, Michigan 48109 

PLOPPER, Charles G. , Ph.D. * 
Chairman and Associate Professor 
Department of Anatomy 
School of Veterinary Medicine 
University of California 
Davis, California 95616 

RILEY, David J. , M.D. 

Associate Professor 
Department of Medicine 
CMDNJ-Rutgers Medical School 
New Brunswick, New Jersey 08903 

SHASBY, Douglas Michael, M.D. * 
Assistant Professor 
University of Iowa 
College of Medicine 
Iowa City, Iowa 52242 


TOWNSEND, Jeannette J., M.D. 
Associate Professor of 
Pathology and Neurology 
Department of Pathology 
University of Utah 
School of Medicine 
Salt Lake City, Utah 84132 

ULEVITCH, Richard, Ph.D. * 
Associate Member 
Department of Immunology 
Research Inst, of Scripps Clinic 
La Jolla, California 92037 

WEBSTER, Robert 0., Ph.D. * 

Associate Professor 

Department of Internal Medicine 

St. Louis University 

School of Medicine 

St. Louis, Missouri 63104 

EXECUTIVE SECRETARY 
MEYER, John L. , Ph.D. 

Division of Research Grants 
National Institutes of Health 
Bethesda, Maryland 20892 


GRANTS TECHNICAL ASSISTANT 
PURSELL, Nancy L. 

Division of Research Grants 
National Institutes of Health 
Bethesda, Maryland 20892 


* Special Reviewers 
Consultants are required 
any application if their 
a conflict of interest. 


to absent themselves from 
presence would constitute 


t' 

c 


(Optional) 
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lTOLIUE 50 


SEE HOST RECENT VERSION 



DEPARTMENT OF HEALTH & HUMAN SERVICES 


Public Health Service 
National Institutes of Health. 


Memorandum 


ate 

om ______ _____ Study Section 

Vfestwocd Building, Foam _ ________________ 

Jbject Supplies for Study Section Mailing/Meeting 


> Office Services Section 

Westwood Building, Been 438 


Please deliver the following items to our Study Section for our matters 
for mailing/ meeting of the Study Section. The date of the meeting is 


§7 Jiffy Bags 
#6 Jiffy Bags 
Snail Bootes 
Large Boxes 

Letter Size Accordion Folders 

Date Received: 



* NOTE: Requests must be submitted to Office Services Section at least 
two weeks before anticipated mailing. 


PLEASE COMPLETE FOR OFFICE SERVICES SECTION INVENTORY PURPOSES: 

NAME QF STUDY SECTION: __ ___ 

Westwood Building, Peon 

Meeting Date: __ 

_________ #7 Jiffy Bags 

___ #6 Jiffy Bags 

. Small Boxes 
___________ Large Baxes 

Letter Size Accordion Folders 

Date Delivered: 
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theruii sa use letters: DS=di sapproval DF=deferral AB=abstention CF=conflict NP-not present 



ADMINISTRATIVE DATA LIST 


FIGURE 52 


SEE MOST RECENT VERSION. 



PROVED WITH REDUCTION APPROVED AS REQUESTED DIS DEF 



FIGURE 53 


SEE HOST BECENT VEBSION 
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ASSIGNMENT LIST BY APPLICATION I.D. NUMBER 


FIGURE 54 
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FIGURE 55 


SAMPLE SEATING ARRANGEMENT DURING MEETINGS 


Executive 

Secretary Chairperson 


Grants 

Assistant 

. 


Study 

Section 

Members 


Study 

Section 

Members 


L8l 



SCE MOST RECENT VERSION 

t in TRIPLICATE Please read carefully, including information on reverse 


Department of Health and Human Services 
Public Health Service, National Institutes of Health 


FIGURE 56 
Rev i cw g r 1 s Nam o 


DATE 


OF CHAIRMAN , 

1 

STUDY SECTION, REVIEW GROUP, OR COMMITTEE 



S AND DATES OF ASSIGNMENT 

/ 


Note. In cases of combined personal and official business during the same trip, show departure and return time that could 
have been followed (or the sole purpose of this assignment. Take this into account In Itemizing expenses below. 

City, date, hour) 

DATE OF MEETINGS) OR SITE VISIT(S) 

IN ED (City, date, hour) 




st of transportation (receipts required). If mixed mode of travel, Indirect routing or stopovers for personal 
sons are involved, claim only cost of usual direct-route round-trip fare. If travel Is by privately owned 

ne, 45c an air mile is allowed; or by private auto, c a mile (not to exceed cost by common 

rler) will be allowed. 


ometer Readings’ 


Amount of Advance (when applicable): $ 


d or limousine used for official business, including up to 15% for tips (Receipt not required.) 


ier (Examples - Road and bridge tolls, parking, telegram and telephone calls for official business, 
iference room rentals) Receipts required only on items costing $25 or more. Flight or other travel 
urance Is considered a personal expense and Is not reimbursable 

ntlfy claims: 


TAL TRAVEL EXPENSES - 


jglng: Itemize each day’s lodging costs (including tax). This information is 
;ded to determine the appropriate per diem allowance under the Standard 
nus system, and the Per Diem Locality Rate method. (See reverse.) 


DATE 

LODGING 

MEALS AND INCIDENTAL EXPENSES 

TOTAL 


$ 

$ 

$ 


















wmmmm 

m v: vF'v r: 

■Vt >■ ? i 'v I-: lv- ; > 



REMARKS; If unusual circumstances regarding an 
assignment affect your claim, explain here or on an 
attached page. 


i ^011117 men mo awvo ntri i ii 4 cuiui » renuuis uusts incurred 
In connection with th is assignment on the dates indicated. 
ADDRESS 


L SECURITY NO. 

rivacy Act statement on reverse) 


ADDRESS (where check is to be mailed if other than home) 


NAME (typed) 


SIGNATURE OF CONSULTANT 


l certify that the above Consultant Is entitled to a consultant fee for 


Signature ot Executive Secretary: 


Standard Conus $ /Per Diem Locality Rate $ 

$ 

r ravel (from Item D, above) — 

$ 

iDVANCE DEDUCTED (when appllcabie) 


rOTAL TO BE PAID — — 



$ 

llted by 

^Approved by 

n 

0 

Code 
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TRAVEL REIMBURSEMENT CODES 


FIGURE 57 


~ VOUCHER NUMBER PREFIX CODE 
A - Regular Member Meeting 
B - Regular Member Site Visit 


D - Ad Hoc Consultant Meeting 
E - Ad Hoc Consultant Site Visit 


* 


Regular Member means DRG study section member for this project. 


K I (JURIS 58 


iE CTICN : 

ECTICW MEETING DATE: 


CHRCNOtDGICAL FEOORD OF CLAIMS FOR 
TRAVEL REIMBURSEMENT 
for ccnsncrANis 

AND ATTENDANCE RECORD 


RECEIVED IN 


SENT TO RECEIVED FRCM 


SENT 

C8AIF 






REQUEST FOR AMD' OR NOTICE OF SHIPMENT 


FIGURE 59 


SEE MOST fiECENT VERSION. 


INSTRUCTIONS: 

REQUESTING QFFhCE • Prepare tn triplicate. Retain one copy hr reference and submit the original and one copy to /be Shf. 
Offi cer. 

SHI PPI NG OFEt CER . . After carrier has completed pick-up of the shipment , crffoch original to a copy of the Government Bi 

Lading to back up author! zaft on for shipment , and refum /Me other completed copy of this farm to th 
’Tequesting office. 

NOTE: The first copy held by the requesting office may be destroyed upon receipt of fhe completed copy from the Shipping 0 






GOVERNMENT OWNED PROPERTY 
OTHE'R 

' i d entity} 


JL N AM EOF REQUESTING BUREAU, QIV1SION STATION. OFFICE OR EMPLOYES 'Consignor) 


3. TELEPHONE ‘O “i £<-=>3lOS 


4 a OO R ESS 'Building ,Vumber, Sfreef, City, Zone, State or Country) 


3. location OF PROPERTY TO BE SH| P P so (B ui Idtng, Room Mo., Street, Cltyj Zone, 5f*f« or Country,) 


6 . SHIPMENT TO 8E 8Y 


~ GOV'T BILL OF LADING ~ CON VERSION TO G8L COLLECT 


7, OESCRIP TION OP ARTICLES I 

/Including Stock or Property jVoJ 

W'hen properly of varying descriptions i< to be shipped, j«gred«te by line item 
quantity and value of each line itemi 


s. Quantity 

i Value 




1 

] 



f If additional space needed, use reverse aide) 

TOTAL 


i 

i 


10, [3 PACK [^j CRATE Q] SP ECI AL P ACKINO rExpleJfOl 


U SHIP TC (CONSIGNEE! Nome, Street, City, Zone, State or Country 

12. ADDITIONAL INFORMATION INSTRUCTIONS OR jglTlFlC 
EXPEOITEO MODE OF SHIPMENT 

13. OATS SHIPMENT MUST ARRIVE AT DESTINATION 

14. PROPERTY CL KARA NC E I'S^ne/ure o/ Property A ccowfttab/e C 

or Other Ofticee) 

13. COMMON ACCOUNT NO, 
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Chapter VIII 


ROLE OF THE GRANTS ASSISTANT DURING STUDY SECTION MEETINGS 


A. SETTING UP OF THE MEETING ROOM 


Whenever possible, the conference room should be set up the night before the 
meeting. Otherwise, the Grants Assistant should arrange to have it ready 
about an hour before the meeting starts. 

For meetings held off of the NIH campus or out-of-town, the Grants Assistant 
should inspect the meeting room as soon as possible. Inadequate lighting, 
insufficient number of chairs, heating or cooling problems, no table for 
extra materials, or inadequate conference tables may be encountered, and 
these problems may take some time to resolve with the hotel personnel. 

Each "place setting" should include: 

e Member's meeting folder, 

® Paper from large ruled tablet, 

9 Pencils or pens, and 
9 Other meeting materials. 

Name plates are optional and are omitted for out-of-town meetings. However, 
when name plates are not used, a seating chart should be posted on the door 
next to the agenda. The Grants Assistant should make arrangements with the 
hotel to provide ice water and glasses. A phone in the room is optional. 
Smoking is not permitted at Government conferences. 

At a side table close to the door, there should be a log book or sign-in 
sheet for all individuals attending the meeting to sign. Multiple copies of 
the agenda, roster, listing of applications, and seating chart should also 
be displayed at this location. Two sets of summary statement books from the 
previous meeting should be available for examination by the study section 
members. 


l. RESPONSIBILITIES DURING THE MEETING 

The Grants Assistant is the "right arm" of the Executive Secretary and 
Chairperson during the meeting, and should be seated at the head table next 
to the Executive Secretary. The Grants Assistant takes whatever notes are 
considered necessary during discussion and actions. This does not involve 
verbatim note-taking of members 1 reviews, since written copies are turned in 
before or during the meeting; however, all votes, motions, and budget 
changes should be recorded. The Grants Assistant should also be alert to 
the need for study section members to leave the room during discussion of 
applications from their own organizations, and should assume the 
responsibility for telling the members when to return to the room. (A more 
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detailed explanation of where other conflicts exist can be found in Chapter 
XV, Section A. ) 

The Grants Assistant should be knowledgeable about quorum rules. A quorum 
exists when one more than half of the chartered members are present. (For 
example, if there are 18 chartered members, a quorum exists when there are 
10 or more chartered members present.) 

The Grants Assistant is also responsible for ensuring that all members sign 
the Certification of No Conflict of Interest (see Chapter XI) before leaving 
the meeting. During the meeting, the Grants Assistant is responsible for 
collecting the reviewers' comments. At the close of the meeting, the Grants 
Assistant should make sure that she or he has received all reviewers' 
comments and has collected the scoring sheets. 

At all times during the meeting, the Grants Assistant should be alert to the 
need for security precautions, so that confidential material is not allowed 
out of the room and unofficial visitors are not admitted. Appropriate 
visitors should list their names, titles, and organization on the sign-in 
sheet and should be identified to the group either by the Executive 
Secretary or the Chairperson. If the meeting lasts more than 1 day, the 
conference room must be adequately secured overnight. 

DISPOSITION OF WASTE MATERIAL FOLLOWING MEETINGS 


Disposition of confidential material, whether on or off the reservation, 
requires the personal attention of the Grants Assistant. All material 
should be removed from tables, chairs, and floor, with trash disposed of and 
material to be saved returned to the office. 

1 . NIH Meetings 

Material of a classified or confidential nature must not be placed in 
wastebaskets. Included are such items as applications, summary 

statements, workbooks, reviewers' comments, assignment sheets and 
project site visit reports. 

Extra cardboard cartons and/or large plastic trash bags are used for 
disposing of trash. These containers should be sealed or closed 
securely and marked TRASH or DESTROY. Containers so marked will be 

destroyed by the NIH. 

2. Off-Reservation Meetings 

a. Washington D.C. Metropolitan Area . The confidentiality of material 
must be protected at all meetings; circumstances and common sense 
will dictate the necessary protective measures. For example, when 
the meeting has been held in the Washington D.C. metropolitan area, 
the trash material may be returned to the NIH for disposition, 
destroyed at the hotel or motel, or torn or shredded (so that it 

cannot be pieced together) before being disposed of by hotel staff. 

If the material can be disposed of at the hotel, arrange for hotel 
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staff to remove it immediately. Confidential material should not be 
left in hallways. 

Either cardboard cartons or clear plastic bags can be used for 
disposing trash. The bags or cartons should be sealed or closed 
tightly and marked TRASH or DESTROY. 

b. Out-of-Town. It is usually impracticable to return waste material 
to the NIH from an out-of-town meeting. One should use the 
previously described precautions. 

D. TRANSPORTATION OF ESSENTI AL REVIEW MATERIALS BACK TO THE STUDY SECTIO N 
OFFICE 

BEWARE!! Boxes marked TRASH in 6 -inch high letters may not always be 
distinguished by hotel staff from similar boxes not so marked, but carrying 
NIH return address labels or tags. Therefore, at the conclusion of a study 
section meeting, the Executive Secretary and Grants Assistant should ensure 
that at least the following items are hand-carried back to the office, 
rather than packed in boxes for transportation: 


9 Scoring Sheets, 

9 Reviewers' comments and outside opinions, 
9 Amended budgets, and 
e Notes taken at the meeting. 


If at all feasible, everything except trash should be hand-carried back from 
a meeting. If not, be sure that any boxes for transportation are left in a 
different room from boxes of trash. The opposite side of the same room is 
not good enough. If there is a baggage room, boxes for transportation 
should be checked into this room before the study section staff leave the 
hotel . 


If available, use tub files rather than boxes for all papers to be trans- 
ported back to NIH. 

All cartons or containers handled by the NIH Transportation Unit should be 
packed and covered or sealed in such a manner as to prevent papers from 
being blown and scattered during transportation. They should be clearly 
marked to identify the study section's NIH mailing address and telephone 


number. 
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Chapter IX 


POST-MEFTING FOLLOW-UP 


A. ATTENDANCE RECORD 


The Grants Assistant prepares an attendance record, to be used only within 
the study section office, indicating the number of days each member 
attended the meeting. Attendance for part of a day is counted as a full 
day. If a member made a project site visit en route to the meeting, or if 
the Chairperson issued advance payments (only in the amount of coach 
airfare) to some of the study section members at the meeting, this 

information should be included on the attendance record. The attendance 
record (Figure 60) is then used as a check when consultant travel vouchers 

arrive in the office. Such travel vouchers are to be recorded as received, 

signed by the Executive Secretary, and forwarded immediately to DRG Travel. 
Do not hold the vouchers for batch transmittal. When the vouchers are 
returned by Travel, they are to be recorded as received and mailed 

immediately to the study section Chairperson for payment. 

B. SUMMARY OF DATA SHEETS 


The Grants Assistant completes the Summary of Data (Figure 61), which is 
sent to each study section by the Office of the Deputy Chief for Review. 
The completed form is returned to that office immediately. 

C. CALCULATION OF PRIORITY SCORES 


Specific information on voting procedures can be found in "Review Procedures 
for Initial Review Group (IRG) Meetings," a leaflet that is given to all 
study section members. (See Chapter VII.) The Grants Assistant should 
understand these procedures thoroughly. 

In the case of an approval with a split vote, all members should record a 
rating. If a reviewer who opposed the motion for approval does not enter a 
score, the vote should be entered as AB (abstention). AB does not count in 
calculating the priority score. 

The individual member scoring sheets for each meeting should be destroyed as 
soon as possible after verification. Under no circumstances should — the 
individual votes of members be divulged to anyone . 

All priority scores are to be calculated by the Grants Assistants using the 
modem-equipped JBM Displ aywriter . This priority score system allows the 
Grants Assistant to display the information and order, in printed form, tne 
totals, the score matrices of individual voters, a list of scores for eacn 
application, and a voter verification list. 
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If an unusual circumstance arises, such as a PL-480 application, where a 
Grants Assistant has to compute priority scores by hand,, scores voted by 
members must be added and the total multiplied by 100. This figure is then 
divided by the number of members voting on the particular application. 

PREPARATION OF BUDGET ADJUSTMENTS 


Although the preparation of budget adjustments for applications recommended 
for approval is the responsibility of the Executive Secretary, this 
responsibility is often shared with the Grants Assistant. Therefore, the 
Grants Assistant should be familiar with the procedure. For example, a 
recommended personnel budget is obtained by deducting the total salary and 
fringe benefits, eliminated or modified by the study section, from the total 
personnel budget requested. If similar personnel budget deletions are 
recommended for future years, the same sum used for the first year should be 
deducted from personnel costs in subsequent years. A similar procedure 
should be used when calculating figures for "Supplies, 11 "Other Expenses," 
etc. unless the study section has made a specific recommendation (for 
example, "Supplies should be held to $8,000 per year."). 

PROCEDURE FOR OBTAINING SUMMARY STATEMENT TOPS AND RESUMES OF 
RECOMMENDATIONS 


Using the modem-equipped IBM Displaywriter, Grants Assistants can directly 
correct the information that will appear on the summary statement tops and 
obtain the resume of recommendations. The procedure is explained in detail 
in the computer instruction printouts available from the User Resource 
Office (Room 225). (Printouts may be ordered by using Function Number 8 in 
the DRG computer system and ordering documentation for the IRG Interface 
System.) The Grants Assistant should: 

(1) Change the Human Subjects Codes. This includes, first, changing any 
incorrect Code 10 (no human subjects) to Code 20 (human subjects) and then, 
using the sweep human subjects command, changing all code 20’ s to 30' s. 
Any human subjects code that needs further modification (i.e. 30 to 44, 45, 
47 or 49) must be changed individually; 

(2) Similarly change or correct Animal Codes as necessary; 

(3) For each application, insert recommended budgets and any other 
necessary changes. These changes could include shortening of application 
titles, correcting spelling of investigator's name, correcting 
investigator's degree, etc; 

(4) Request "Report 5; Administrative Data List" (see Chapter VII) and 
check that all information is correct. If not, make the changes and 
request another Administrative Data List. All information should appear in 
correct form on the Administrative Data List before releasing it to the 
main computer files; 

™Li^ ease c * a ^ a * The computer system will then automatically correct 
IMPAC and issue the Resume of Recommendations; and 
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(6) If it is necessary to make corrections on summary statement tops at a 
later date (before laser printing), make the necessary changes, using the 
modem-equipped IBM Displaywriter. Again, request "Report 5; Administrative 
Data List" and check that the new information has been accepted by the 
computer system. Each time new information is added, check the 
Administrative Data List before releasing it again. 

F. FINAL ACCURACY CHECK 


The Administrative Data List, obtained from the computer system, must be 
checked for accuracy by the Grants Assistant. This list will contain all 
information as it will appear on both the Resume of Recommendations and the 
summary statement tops. The accuracy check should include the following 
items. 

@ Budgets, priority scores, and recommendations ; 

@ Human subject and animal codes; and 

® Recommendations of the study section. One of the following should be 
indicated for each application: approval, disapproval, deferral. 

G. RELEASE 


Within two working days after study section meetings, the Grants Assistants 
should enter into their workfile, IRG actions, priority ratings to calculate 
priority scores, human subject codes, and animal subject codes and then 
release these data to IMPAC. The first release will automatically transfer 
into IMPAC "Funds Requested" to "Funds Recommended." Then the Grants 
Assistant will enter any modifications to the requested budgets and release 
a second time, which will modify those budgets with the recommended changes. 
Any changes made in human codes, animal codes, budgets, etc, must be 
accompanied by a release in order to get the corrections into IMPAC. 


H. RESUME OF RECOMMENDATIONS , PRINTING AND DISTRIBUTION 

When all corrections and changes have been made (after summary statements 
have been typed), final copies of the Resume of Recommendations may be 
obtained from the computer and distributed in accordance with the 
Distribution Guide. The Grants Assistant may have the necessary copies made 
either at the DRG Duplicating Room or at the Print Shop. It is no longer 
necessary to send copies of the resume to the Institutes,, for the inform 
is available to them from the computer. 
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Chapter X 


PREPARATION AND DISTRIBUTION OF SUMMARY STATEMENTS 
A. GENERAL INFORMATION 


Summary statements are prepared by the Executive Secretary from reviewers' 
written comments and notes taken of the discussion that ensued at the study 
section meeting. The Grants Assistant should review the information that 
will appear on summary statement tops for accuracy and make necessary 
corrections before typing the summary statements. It will be necessary to 
release the data again to correct the IMPAC File. (See Chapter IX, Section 
G.) 

When the copies are received from the laser printer, they should be checked 
by the Grants Assistant. A copy should then be sent to the appropriate Lead 
Grants Technical Assistant and also to the appropriate Institute(s) . 

A Summary Status Report (Figure 62) should be submitted to the appropriate 
Lead Grants Assistant by the close of business every Friday (beginning the 
first full week after the study section meeting) regardless of the progress. 
This allows the Section Chief to keep an accurate assessment of the workload 
flow of the entire office. 

All summary statements should be written and typed within 25 working days 
after the meeting . If for some reason this deadline canriol; be "met, tne 
problem should be discussed with one's Section Chief, RRB. 

Those Councils meeting first should receive their summary statements first. 
The current Schedule of Council Meetings will guide the Executive Secretary 
and Grants Assistant in the proper order for sending summary statements to 
the Institutes. 

B. GENERAL GUIDELINES 


Although the Executive Secretary is responsible for developing summary 
statements, the Grants Assistant can help by keeping the following guide- 
lines in mind as the statements are being typed: 

1. Each summary statement should be complete in itself, because all readers 
may not have access to the application, background information, or 
previous summary statement. 

2. Percentiles are now figured automatically as soon as the Grants Assistant 
releases the data to the IMPAC system. However, it is important to check 
that the figures are in place for those Institutes that use percentiles 
when the summary statements have been printed by the laser printer. 

3. Even when the same comments apply to two or more applications, 
summary statements must be prepared for each application. 
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4. The evaluation should reflect the study section recommendation, priority 
score, and recommended budget and duration of support. Reasons for 
changes, such as a recommended reduction in the requested budget or 
period of support, should be adequately explained. 

5. A summary statement on a supplemental application should include a brief 
description of the basic project as well as information about the supple- 
mental request. Be sure the previously recommended column is completed 
with the appropriate amounts. 

6. Criticisms must be directed at the application not the investigator. 
References to the age, race, sex, or country of birth of an investigator 
are not significant to the application and must not be included; negative 
personal comments should be avoided, if possible, or cast in a polite and 
civil manner if necessary to substantiate the recommendation. 

7. Summary statements should not indicate that the study section had 
difficulty making a recommendation because of a lack of information; this 
implies lack of preparation on the part of the staff. While questions 
arise during meetings that can not be anticipated, adequate information 
should be available on such items as methodology, research design, need 
tor equipment and training, and experience of personnel. If insufficient 
information was available, the application should have been deferred. 

8. Do not repeat information printed at the top of the summary statements. 

9. Names of reviewers or referees (RCDAs, fellowships) are never written in 
the summary statement, and first person pronouns (I, me, my) should not 
be used. The review is a collective process. 

10. Abbreviations should be used sparingly. Type the official names of 
universities, foundations, NIH Institutes, Government agencies, councils, 
and study sections. Scientific terminology should be spelled out 
initially with the abbreviation in parentheses. The abbreviations may 
then be used in the balance of the summary statement. 

U. When the principal investigator is referred to in the summary statement, 
do not use the initials "P.I." Also, the person's title and name should 
be kept together, e.g., "Dr." should not appear at the end of one line 
and "Jones" at the beginning of the next. 

12. Excessively long paragraphs should be avoided. 

13. Construction and punctuation should be uniform for any series of phrases 
or clauses. 

Two books that can help Grants Assistants are Word Division and 

Reference Manual for Stenographers and Typists . Both bookT a re available in 

the Self-Service Store, 
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TYPING FORMAT 


Instructions available in the User Resource Office entitled "Procedures for 
Creating On-Line Summary Statement File" must be followed in formating 
summary statements. 

SPECIAL NOTES 


The purpose of the special note is to alert Institute staff to problems that 
need special attention. The note is typed i_n capi tal letters , underlined , 
and placed on the line immediately bel ow the identifying number on the first 
page of the summary statement. Examples of such notes follow: 

e FOREIGN 

For applications from a foreign country, the project must present special 
opportunities for furthering research programs. These would be through 
the use of special talents, resources, populations or environmental 
conditions in other countries which are not readily available in the 
United States or which provide augmentation of existing United States 
resources. The summary statement will have a special paragraph 
(CRITERIA FOR FOREIGN AWARD), which covers these criteria. This special 
paragraph includes such issues as human subjects, animals welfare, 
unusual diseases, equipment, techniques, whether similar research is 
being done in the United States, and whether there is a need for 
additional research in this area. 

§ SPLIT VOTE: FOR THE MOTION; AGAINST THE MOTION; ABSTAINING 

FROM THE MOTION ; ASSTgNTHG A SCORE . 

The specific recommendations of the study section should be recorded as 
above. 

8 ADMINISTRATIVE NOTE 

This is used ’to" clarify a situation that was not directly discussed or 
resolved by the study section or was related to aspects other than merit. 
Included are concerns about policy or other issues considered important 
enough to be brought to the attention of the Institute or Council, i.e., 
budgetary overlap with other grants. A special section, entitled 
ADMINISTRATIVE NOTE, is added at the end of the summary statement. 


8 PREVIOUSLY DEFERRED 

This comment should be followed by FOR PROJECT SITE VISIT or FOR 
ADDITIONAL INFORMATION, or FOR REREVIEW. 


s OUTSIDE OPINIQN(S) OBTAINED 

When an outside opinion was used, this phrase is typed in. 

8 BIOHAZARD 

The potential biohazards are explained in a separate paragraph at the end 
of the critique headed, BIOHAZARD . A more detailed explanation of 
potential biohazards is found in Chapter XV, Section G. 

• REVISED (Followed by date) SEE NOTE 

At the end of the summary statement there should be a paragraph entitled, 
REVISION NOTE , in which a short explanation or indication for the 
revision is given. 
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E. INSTRUCTIONS FOR SUMMARY STATEMENT TEXT 


When preparing a summary statement, the Executive Secretary and Grants 
Assistant should use the titles listed below. Every research summary 
statement should include at least a RESUME, DESCRIPTION, and CRITIQUE. 
These sections may be sufficient for disapproved applications, but other 
sections will be needed for approved applications. Complete sentences 
should be used throughout; the budget, for example, should not be described 
as simply "Reasonable" or "Adequate." Do not use jargon, vernacular 
expressions, and undefined abbreviations in reporting the scientific review. 
Colloquial language used in the reviewers 1 comments should be presented in a 
literary style acceptable for scientific reports. 

® RESUME : Briefly summarize the proposed project and the essential reasons 
for the recommendation. Split votes are mentioned in this section and 

again in special sections as CRITIQUE (MAJORITY ) AND CRITIQUE (MINORITY ) . 

Any special notes are also addressed briefly. 

9 DESCRIPTION (Adapted from investigator's abstract) : Use the 

investigator's abstract if possible! If the description is written in 
other than third person, it must be converted to third person. 

® CRITIQUE : Discuss the strengths and weaknesses of the proposed project. 
Are the aims logical? Is the approach valid and adequate? Are the 

proposed procedures feasible and appropriate? Will the research produce 
new data and concepts or confirm existing hypotheses? What is the 
significance and pertinence of the proposed study in relation to the 

state of the field and the importance of the aims? For continuation and 
supplemental requests, comment on past progress. The Critique must 
reflect the priority score. 

® INVESTIGATOR : Discuss the competence and background of the principal 
investigator. Do not discuss or make reference to his or her age, sex, 
race, or national origin. 

t RESOURCES AND ENVIRONMENT : Discuss the facilities, the equipment, and, 
when appropriate, tlie extent of departmental and interdepartmental 
cooperation. Comment on the availability of any unusual resources, such 
as special animal species, tissue preparations, or clinical case 
material. This section is not needed if the resources and environment 
are adequate and there are no special features to be noted. 

e BUDGET : Comment on whether the budget is realistic in terms of the aims 
and methodology. Also note whether all items are justified on the basis 
of the approach, procedures, and analysis of data proposed. Itemize and 
provide specific reasons for any reductions you suggest in time or 
amount. For supplementary requests, comment on the requested budqet in 
relation to the approved parent budget. 

OTHER POSSIBLE SECTIONS: 


* bTSinH iaJhl 0 ]! 6 ? . ex .P lanation or description of the administrative 
background may be included as a special section following the resume. 
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@ CRITIQUE (MAJORITY). This heading is used only when a split vote is 
registered on the summary face page as a special note. 

$ CRITIQUE (MINORITY) : Include a minority report when two or more members 
disagree with the recommendation. 

@ HUMAN SU8JECTS: If human subjects code indicates concerns or comments, 
discuss the topic in question. The correct numerical code should appear 
on the top of the summary statement. Any code other than 10, 30, 45, or 
an exemption code requires a section, addressing the specific problem 
requiring such a code, at the end of the summary statement. 

A more detailed explanation of involvement of human subjects is found in 
Chapter XV, Section E. 

s ANIMAL WELFARE: Concerns or comments indicated by the animal welfare 
code are discussed in this section. Any numerical code other than 10, 
30, or 45 appearing on the top of the summary statement requires a 
section addressing the specific problem requiring such a code, at the end 
of the summary statement. The heading for this section is ANIMAL WELFARE 
CONCERN (or COMMENT ). 

o CRITERIA FOR FOREIGN AWARD 

See Section D, Special Notes in this chapter. 

For additional information concerning other types of summary statements, refer 

to the guidelines in Chapter V. 

F. GUIDE FOR MULTIPROJECT APPLICATIONS (See Chapter XIII.) 

G. ROSTER 


A roster of the study section is included at the end of the summary 
statement. The roster is prepared according to Procedures for Creating 
on-Line Summary Statement File . The names of those present at the meeting 
should be listed',! Do not include regular members who are absent from this 
particular meeting. (See sample. Chapter VII.) 

H. SPECIAL CASES 

1. Deferred Applications (To next Council) 

On the summary statement printout for a deferred application, the Grants 
Assistant types either DEFERRED FOR PROJECT SITE VISIT or DEFERRED FOR 
ADDITIONAL INFORMATION as a special note. The original summary 
statement top should be sent to the appropriate _ Institute and a 
duplicate kept in the study section file. For applications with dual 
assignments, a copy of the top should also be sent to the secondary 
Institute. 

There will be no text on a deferred summary statement. 
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2 . Deferral for Mail Ballot 

The summary statement will show the recommendation as DEFERRAL. The 
Executive Secretary then writes to the principal investigator to request 
the needed information. After the information has been received, it is 
sent to the reviewers. The reviewers' written comments and a ballot, 
which includes room for the vote (approval or disapproval), a priority 
score (for approvals), and any remarks, are then sent to the members of 
the study section. After a recommendation is received, the summary 
statement is completed in the usual manner and duplicated. 

3. Revised or Corrected Summary Statements 

If the summary statement must be retyped and redistributed, the word 
"REVISED", the date , and "See Note" should appear immediately under the 
identifying number of the summary statement (as if it were a special 
note). The appropriate Institute(s) should be contacted about the 
revised summary statement. 

I. DISTRIBUTION OF TYPED COPIES 


After checking the four copies received from the laser for accuracy, the 
Grants Assistant orders printed copies as instructed by the IRG Interface 
System (Function Number 71), available from the User Resource Office; keeps 
one copy in the study section office as a back-up copy; and distributes 
additional copies to the Lead Grants Technical Assistant and the appropriate 
Institute(s) . 

J. PRINTING SPECIFICATIONS AND DISTRIBUTION 


The guidelines below explain paper colors: 

6 Research grant (all R's): pink 

9 Research Career Development Awards (K04 and K08): blue 
§ Program projects/centers/facilities (P01, P41 , S10, etc.): salmon 
9 Fellowships (F32, F05, F06, F33): yellow 

To prepare the requisition for printing, follow the directions found in the 
printout of instructions for IRG Interface System (Function Number 71 in the 
Division of Research Grants Information System). Distribution will be done 
by the Print Shop. 
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Chapter XI 

STUDY SECTION MINUTES AND CONFLICT OF INTEREST 


A. SUMMARY MINUTES 


The Grants Assistant prepares summary minutes for every meeting, 
including ad hoc meetings, for an annual report to the Library of 
Congress. TheTormat is shown in Figure 63. The roster of study 
section members, including any special reviewers, the Executive 
Secretary, and Grants Technical Assistant (optional) is attached to the 
summary minutes. If the Grants Technical Assistant's name is on the 
roster, it is not listed in the summary minutes. 

1 . Preparation 


The left and right margins should be 1 inch, wide enough for 
punching and binding. Minutes are typed on 8± X 11 inch white 
paper. Whenever possible, avoid an extra sheet with only a few 
lines of type. 

Names of Institutes, organizations, and Government agencies 
should be spelled out the first time used; initials may be used 
thereafter. Do not, however, use the letters that appear in the 
application number as the initials for an Institute, e.g., do 
not use HL for NHLBI. "United States" is spelled out when used 
as a noun, but the initials are used for adjectives, e.g., U.S. 
Government. Do not include titles of personnel outside of DRG. 

2. Approval 

a. Chartered Study Sections : Summary Minutes, along with the 
statistics page (Figure 64), should not be duplicated until 
approved by the appropriate Lead Grants Assistant and certified, 
first by the Executive Secretary and then by the Chairperson of 
the study section. The originals of the minutes and roster must 
be forwarded to the Committee Management Office after 
certification. 

b. Ad Hoc Meetings ; Minutes are required, but do not have to 
be signed or certified. The Committee Management Office 
needs the original of the minutes and rosters for all ad hoc 
meetings, but not the resume or statistical pages. 

c. Telephone Conferences : Minutes are not required for 

telephone conferences. 

3. Distribution 


Summary minutes are copied on 8£ X 11 inch white paper. Attachments 
are not backed and are included after the last page of the minutes. 

To determine the distribution of summary minutes see the Distribution 
Chart (Chapter V, Figure 36). 
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B. COMPLETE MINUTES 


The complete minutes consist of the following: 

s Summary minutes of the study section meeting (including the 
roster) , 

0 Resume of Recommendations (Figure 64), and 

$ Summary statements 

One copy of the complete minutes is to be retained and labeled as a file 
copy. Two sets should be available at the next study section meeting 
for members to examine if they wish. After the meeting, these extra 
sets of minutes are to be destroyed. Other distribution should be made 
in accordance with the latest Distribution Chart (Chapter V). The file 
copy of the summary minutes, resume, and summary statements must be 
discarded after three years. 

C. CONFLICT OF INTEREST STATEMENTS 


Two conflict of interest lists must be obtained by all study sections 
and retained in the study section files. They are listed below. 

e All members must certify that they did not participate in the 
review of any application in which they had a possible conflict 
of interest (Figure 65), 

• A list must be prepared indicating which members left the room 
because of conflict of interest during the review of 
applications (Figure 66). 
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FIGURE 63 


SUMMARY OF MINUTES 

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
NATIONAL INSTITUTES OF HEALTH 
DIVISION OF RESEARCH GRANTS 

PATHOLOGY A STUDY SECTION 
SUMMARY OF MINUTES 
JUNE 5-7, 1985 


The meeting of the Pathology A Study Section was convened at 8:00 a.m., on 
June 5, 1985, in the Club Room, Westpark Hotel, Rosslyn, Virginia. In 
accordance with Public Law 92-463, the meeting was open to the public from 
8:00 a.m. to 8:45 a.m. on June 5. A list of members and special reviewers 
is attached. Others in attendance were Dr. Nathan Watzman, Division of 
Research Grants; Drs. Anthony Kalica and Alfred Small, National Heart, Lung 
and Blood Institute; Dr. Colette Freeman, National Cancer Institute; and Dr. 
C. E. Phillips, National Institute of Neurological and Communicative 
Disorders and Stroke. 

The members approved the minutes of the previous meeting; and set the 
following tentative dates for future meetings: October 16-18, 1985, 

February 19-21, 1986, and June 18-20, 1986. 

In accordance with provisions set forth in Section 552b ( c ) (4) and 552(c) 
(6), Title 5, U. S. Code, and Section 10(d) of P.L. 92-463, the remainder of 
the meeting was closed to the public for the consideration of Research Grant 
and Research Career Development Award applications. There was a brief 
discussion of the review procedures and a reminder of the confidentiality of 
all information pertaining to the review of applications. Consultants were 
required to absent themselves from the room during the review of any 
application if their presence would consitute or appear to constitute a 
conflict of interest. A list of these members is attached to the Study 
Section file copy of the minutes. 

The Pathology A Study Section reviewed 86 Research Grant applications 
requesting $30,704,349 support. The members favorably recommended 75 
applications and $21,799,485 support; and recommended disapproval of 11 
applications requesting $2,077,812. In addition,. the Study Section reviewed 
three Research Career Development Award applications requesting $777,464 
support; three applications were favorably recommended. Also reviewed was 
one application for Special Foreign Currency Award (PL-480); it was 
recommended for disapproval. 

The Study Section meeting was officially adjourned at 1:30 p.m. on Friday, 
June 7, 1985. 

I hereby certify that, to the best of my knowledge, the foregoing minutes 
are accurate and complete. 


John Green, Ph.D. (Date) Sally 'Brown, Ph.D. (Date) 

Executive Secretary Chairperson 
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FIGURE 64 
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FIGURE 65 


CERTIFICATION OF NO CONFLICT OF INTEREST 

This will certi fy that Tn the review o? appl ications conducted By the 
(Study Section) on (date) , I absented myself from the room during the review of 
any application from an organization, institution, or university system where I 
am an employee, consultant, officer, director or trustee, or have a financial 
interest. I was not present during the review of any application when my 
presence would have constituted a real or apparent conflict of interest. 

(Signature and Typed Name) (Signature and Typed Name) 


209 




FIGURE 66 


LIST OF MEMBERS ABSENT DURING REVIEW OF APPLICATIONS 

During the review of the following applications at the 

Study Section meeting from ( inclusive dates ), the members noted' were absent 
from the room because of a conflict of interest: 


Application No. 

Study Section Member 

1 R01 AI 12345-02 

Dr. Wilkinson 

1 K04 AI 00105-01 

Dr. Wilkinson 

1 R01 AM 18333-01 

Dr. Woolley 

2 ROT CA 12164-04 

Dr. Woolley 
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OEPARTMEN T OF HEALTH AND HUMA W ■sCQUir-ee 


TRAVEL ORDER FIGURE 67 


|l TRAVEL ORDER NO 


APPROPRIATION NO 


nih 673443 


Q Original □ Amendment No._ . PI Cancellation 

(See HHS Travel Manual, Part 4, for Detailed Instructions) 

3 ESTIMATED COST 

TO DHHS TOOTHERS 

TRAVEL S s 

PER DIEM 

OTHER 

4 NAME AND POSITION OR RANK 

1 5 SSAN 

6 CONSTITUENT/BUREAU/Ol VISION/REGION 

total $ $ 

8. APPROX DATE OP DEPARTURE 

7 PRESENT OFFICIAL STATION 

9. APPROX DATE OF RETURN 


0 ITINERARYAND PURPOSE OF TRAVEL /Show city, state or country, dates and reasons - use continuation sheet necessary) 


TRANSPORTATION OF □ DEPENDENTS 

□ H/H GOODS & PERS EFFECTS 

□ TEMPORARY □ RESIDENCE □ TEMPORARY 

QTRS TRANSACTIONS STORAGE 

□ HOUSE □ MISC EXP 

HUNTING ALLOWANCE □ OTHER 

TRIP (Specify i 

HHS355 

□ SIGNED □ NOT REQUIRED 


TRAVEL BY PRIVATELY OWNED AUTO IS AUTHORIZED ON MILEAGE 
BASIS RATE SPECIFIED BELOW FOR 

□ EMPLOYEE AND/OR □ DEPENDENTS 


PER MILE AS MORE * PER MILE NOTTO 

ADVANTAGEOUS TO EXCEED COMMON 

GOVT CARRIER COSTS 


_* PER MILE NOT TO 
EXCEED COSTS BY 
GOVT OWNED AUTO 


VJUV l GAHHIcH OUb IS uUV I UWMfcU ftU I U 

□ GSAAUTO B AUTO RENTAL UNDER GSACONTR □ OTHER (Spni/v 

below} 

□ EXCESS BAGGAGE □ REGISTRATION FEE 

2 TRAVEL & PER DIEM IS AUTHORIZED IN ACCORDANCE WITH DHHS POLICY AND 


PER ABOVE REGS 
□ LODGINGS PLUS □ ACTUAL EXPENSE □ FIXED 


□ SGTR-S 

□ 

JTR'S 

□ 

PERDtEM: 

□ 

NONE 

□ 

RATE S 



□ 


TO BE PERFORMED FOR (DHHS. UN, etc ) 


EXPENSES TO BE PAID BY 


4 ACCOUNTING DATA (See HHS AccTg Manual* Acn 'g Code Book/ 


SECURITY APPROVAL GRANTED FORTRAVELOF 

□ 90 DAYS OR LESS □ OVER 90 DAYS DATE 

RESPONSIBLE FOR SECURITY CLEARANCE 
OF TRAVELER ASSUMED BY 


27 


EPF 

DATE 


< o 

u o 
z <> 


|13 15 

DOC 

REF 

JCODEl 


ORIGINAL 
OBLIGATION P >C 


16*25 

OOCUMENT 

nb 


OTHER 

DOCUMENTS 


b9k0 


26-28 

DOC 

REP 

CODE 


ma 


DOCUMENT 

NO 


COMMON 
(ACCOUNTING 
NO 


OBJ 

CLASS 

COO€ 


52 63 

AMOUNT 

DOLLARS* 

CENTS 


65 n 

VENDOR 
CUSTOMER 
CODE (PRIMARY 
RECIPIENT) 


95 100 

PAYMEN T 
COLL EC 
TION 
DOC 


101 108 
PPBS 


CATE> 

GORY 


5 NAME AND TITLE OF OFFICER RECOMMENDING ABOVE TRAVEL 


AUTHORITY IS HEREBY GRANTED TO PERFORM TRAVEL AND TO INCUR SUCH EXPENSES AS MAY BE NECESSARY UNDERTH6 CONDITIONS SET 
ORTH ABOVE 


sUTHORIZED BY 


TITLE. . 
DATE. . 

•mt/irn m 
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FIGURE 68 


'OUCHER 

* Privacy Act 

* on the back ) 

1 DEPARTMENT OR ESTABLISHMENT, 
8UREAU DIVISION OR OFFICE 

2. TYPE OF TRAVEL 
□ TEMPORARY DUTY 

p- 1 PERMANENT CHANGE 
U OF STATION 

3 VOUCHER NO 

4. SCHEDULE NO. 

(Last, first, middle 

initial) 

b SOCIAL SECURITY NO 

6 PERIOD OF TRAVEL 


0 from 

b TO 

NG ADDRESS (Include ZIP Code) 

d OFFICE TELEPHONE NO 

7 TRAVEL AUTHORIZATION 

a. NUMBEfl(S) 

b DATE (S) 

NT DUTY STATION 

1 RESIDENCE (City and State) ! 

10. CHECK NO. 

ADVANCE 

9. CASH PAYMENT RECEIPT 

11. PAID BY 

‘9 

I 

i 

a DATE RECEIVED ^ 

b. AMOUNT RECEIVED 

$ 

> be applied 

1 

u» Government 

1 1 Check Q Cash ) 

1 -j 

t 

... i. . 

C PAYEE’S SIGNATURE 

ititandmg 

1 


[MEN T 
DRTATION 
TS, OR 
ORTATION 
, f IF PUR* 

With cash 

f c« 1/7 is used 
im on reverse 


AGENT'S 
VALUATION 
OF TICKET 


POINTS OF TRAVEL 


hereby assign to the United States any right I may have against any parties in connection with reimbursable 
transportation charges described below, purchased under cash payment procedures (FPMR 101-7) 

— Moiae, 

CLASS OF 
SERVICE 
AND ACCOM- 1 
MODATIONS [ 

(c) 


Traveler's Initials 


(a! 


TSSuTFTCT 

CAR- 

RIER 


(Initials) 

(b) 


DATE 

ISSUED 

Id) 


FROM 

M 


TO 

(0 


_L 


' that this voucher is true and correct to the best of my knowledge and belief, and that payment or credit has not been 
I by me When applicable, per diem damned is based on the average cost of lodging incurred during the period covered by 
icher 

.date AMOUNT 

CLAIMED^ 


> 


drcavon of an item in an pense account works a forfeiture of claim (28 U.S.C. 2514) and may result m a fine of not more 
i $ 10,000 or imprisonment for not more than 5 years or both (18 U.S.C. 287; \.d . 1001). 



jcher is apprbved, long-distance telephone calls, if any, are certified as 
ry m the interest of the Government (NOTE If long distance telephone calls 
ided, the approving official must have been authorized m writing by the 
the department or agency to so certify (31 U.S.C. 680a f.) 


DATE 


ECE DING VOUCHER PAID UNDER SAME TRAVEL AUTHORIZATION 


R NO 


b, D.O. SYMBOL 


c. MONTH & 

year 


17. FOR FINANCE OFFICE USE ONL Y 
COMPUTATION 


DIFFER-" 

ences, 

IF ANY - 
(Explain m 
and show 
amount ) - 


b, TOTAL VERIFIED CORRECT FOR 
CHARGE TO APPROPRIATION 


Certifier's mitta/j^ 

APPLIED TO TRAVEL' ADVANCE' 
(Appropriation symbol ): 


OUCHER IS CERTIFIED CORRECT AND PROPER. FOR PAYMENT 
EO 

G | DATE 


► 


d- 


INTING CLASSIFICATION 


NET TO TRAVELER ► 


*SN 75W-00-6?*-*lBO 


STANDARD FORM 1012 (REV. 10-77) 
Prescribed by GSA, FPMR (41 CFR) 101-7 
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FUNDS 
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3f 3 f 7 ^ - V E L ] 
TEVPO 
BAP V 


*i E N T 
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- z~- 'irce «* m »' 

U CO, 3*3 S3 C •atO" O'J' 1 ® ^"7, 
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jiT aufl'EAu Division ca^ O c ^ | C£ 
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CLAIM FOR REIMBURSEMENT 

FOR EXPENDITURES 

ON OFFICIAL BUSINESS 

1 DEPARTMENT OR ESTABLISHMENT BUREAU. DIVISION OR OFFICE 

2 VOUCHER NUMBER 

FIGURE 72 

3 SCHEDULE NUMBER 

Read the Privacy Act Statement on the back of this form 

5. PAID BY 

s NAME (Last first mdd/eintiat) 

b SOCIAL SECURITY NO 


c MAILING ADDRESS (include ZIP Cod'd)" 

d OFFICE TELEPHONE NUMBER 



KPENDITURES (if fare claimed in cof (g) exceeds charge for one person , show in col (h) the number of additional persons which accompanied the 
claimant ) 


OATE 


{a} 


Show opptopnato code m col (b) 

£ A— Local travel 
P B— Telephone or telegraph, or 
£ C —Other Expenses (itemized) 


(b) 


(Explain expenditures in specific detail) 


(C) FROM 


(d) TO 


MILEAGE 

RATE 


NO OF 
MILES 
(O) 


AMOUNT CLAIMED 


MILEAGE 


FARE 
OR TOLL 


(& 


ADD 

PER 

SONS 

(W 


TIPS AND 
MISCEL 
LANEOUS 


IfUonal space is required continue on the back. 


SUBTOTALS CARRIED FORWARD FROM THE 
BACK 


AOUNT CLAIMED (Totaf of cols (f) t (g) and (i))y $ 


s, claim is approved Long distance telephone calls, If shown, are certified 
necessary in the interest of the Government (Note 1 If tong distance cafls 
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: YING 

tR 

ERE 


HUNTING CLASSIFICA TfON 


TOTALS 


10 I certify that this claim is true and correct to the bsst of my Knowledge and 
beliet and that payment or credit has not been received by me 


9 included, the approving official must have been authorized, in writing, by 

9 head of the department or agency to so certify (31 U. SC 680a)) 
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CLAIMANT 
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i 

! 

DATE 


DATE 

| 11, CASH PAYMENT RECEIPT 
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a PAYEE (Signature) 

b DATE RECEIVED 

Is claim is certified correct and proper for payment 



c AMOUNT 

Sign Original Only 



1 s 



12 PAYMENT MADE 
8Y CHECK NO 


to 
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FICURE 73 



AS PRESCRIBED BY THE HEW TRAVEL MANUAL I TOTAL (Jf«m 





CHAPTER XIII 


SPECIAL STUDY SECTION 

A. INTRODUCTORY COMMENTS 


A Special Study Section is an ad jioc group convened, generally for 
only one meeting, to review one or more applications. The group 
normally consists of five or more members, the exact number 
depending on the size, complexity and number of the applications 
being reviewed. The Special Study Section is managed by an 
Executive Secretary chosen from among the staff in the Special 
Review Section (SRS) or an Executive Secretary from another DRG 
Study Section. 

1. Project Review and Assignment 

There can be several reasons for assignment of a grant 
application to a Special Study Section: to handle special 
considerations, review special programs, or avoid conflicts of 
interest. 

a. Special Considerations : Some circumstances necessitate a 
special review, for example , when the research area of a 
proposed project is outside the expertise of a chartered study 
section, or when the mul tidiscipl inary nature of an application 
exceeds the scope of a chartered study section. Unusual 
collaborative arrangements or budget complexities may also 
necessitate review by a Special Study Section. An application 
may also be assigned to a Special Study Section for review in 
response to an applicant's documented objection that a previous 
review was flawed, or if there is a probability of interpersonal 
conflict with any member of the appropriate chartered study 
section. 

b. Special Programs . The special programs of various 
Institutes of the NIH are often reviewed by a Special Study 
Section. These include some applications in response to a 
Request for Applications (RFA) as well as those for a 
Biotechnology Resource Grant (P41 or R24) , a Cooperative 
Agreement (U01 ) , a Program Project Grant (P01), a Shared 
Instrumentation Grant (S10), or a Small Business Innovation 
Research Grant ( R43 or R44). 

c. Conflict of Interest . In certain instances, applications are 
reviewed by a Special Study Section in order to avoid an actual 
or potential conflict of interest. Most often this happens when 
an applicant or the applicant's spouse, parent, or child, or 
close professional associate is a member of the chartered study 
section. The application must then be reviewed either by 
another study section with appropriate expertise or by a Special 
Study Section. For Special Study Section reviews of chartered 
study section members, no more than 50 percent of the reviewers 
may be members of the original study section, a member of the 
original study section may not chair the review meeting, and 
the Executive Secretary of the member's study section may not 
manage the review. 
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B. ADMINISTRATION 


1. General 

Applications assigned to the Special Study Section (SSS)* for review 
are subject to the same review deadlines and policies as 
applications reviewed by chartered study sections. Any questions 
should be directed to the Office of the Chief, Special Review 
Section, RRB. 

When an Executive Secretary receives the assignments, the Grants 
Assistant will aid the Executive Secretary in all aspects of the 
review. The Grants Assistant obtains from the Executive Secretary 
information regarding the applications to prepare needed study 
section material (s) for use by the Executive Secretary. After the 
meeting, the Grants Assistant prepares and enters data for entry to 
the IMPAC system in order to have this information available for 
retrieval by the Institute(s) as soon as possible. 

In all matters pertaining to SSS review, only the following 
identification should be used: 

Executive Secretary 
Special Study Section 
Referral and Review Branch 
Division of Research Grants 

2. Information Needed by the Special Review Section Prior to Review 

a The date , time and location of the SSS meeting and/or site 
visit. 

a One copy of the roster of the SSS meeting and/or site visit 
team. 

3. Information Needed by the Special Review Section After Review 
« One copy of the laser summary. 


* Not tcTbe confused with the code SRC, which refers to a Special 
Review Committee of an Institute. 
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C. REVIEW 


1 • Study Section Membership 


a. Composition, A minimum of five consultants are needed to 

eview an SSS application. A larger number may be necessary for 
more complex applications. _ For program projects and centers, a 
fiscal consultant may be included as a member of the Special 

rhairnov’fnt!’ 100 ^ ^ ne consu ltants is designated as 

Chairperson and assumes responsibilities similar to that of the 
Chairperson of a chartered study section. 


b. Procedures .. Whenan application from a member of a chartered 
study section is assigned to an SSS, the responsible Executive 
Secretary should request input from the Executive Secretary of 
the member's study section. Also, if a potential consultant is a 
current member of an Institute review group, the SSS Executive 
Secretary should first contact the Executive Secretary of that 
study section before extending an invitation. 


Only one consultant from an institution is permissible on an SSS 
review. A consultant from a state system with several campuses 
may not review an application from any campus in that system; 
however, one consultant from each campus may be on the Special 
Study Section to review applications outside the state system. 

When . an application is being reviewed from an institution with 
multiple campuses, an SSS panel member may not participate in the 
review of that application and must leave the meeting room if he 
or she is from any campus in that system (if not exempt). Study 
section members are required to leave the room during the review 
of any application from an organization for which the reviewer is 
an employee, consultant, officer or trustee, or has a financial 
interest. The above constitutes a conflict of interest and is 
illegal . 


c. Roster . The roster, which is included as the last page of 
the summary statement, is prepared by the Grants Assistant. It 
includes the consultants' title(s) as well as department(s) and 
school affil iation(s) , but no mailing address (i.e., P. 0. Box or 
Streets, etc., or telephone numbers). The roster should identify 
the Executive Secretary, Grants Assistant and any Institute 
personnel attending the site visit or meeting. One copy of the 
completed SSS roster should be forwarded to the Chief, Special 
Review Section. The Certification of No Conflicts of Interest 
should be signed by all members at the meeting. (See Chapter XI, 
Figure 65. ) 

The Certification of No Conflict of Interest statement is as 
follows : 


Consultants are required to absent themselves from the room 
during the review of any application if their presence would 
constitute or appear to constitute a conflict of interest. 
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2. Staff Liaison 


Liaison with program staff of an Institute should be initiated when 
the review committees are being formed. In the case of larger 
proposals, in particular, it is essential that the Institute(s) 
concerned have ample time to inform the necessary staff of meetings 
and/or site visits. 

3. Privacy Act 

A Privacy Act Statement (Figure 74) is normally included with 
mailings to SSS members. However, if the Guide for Reviewers' 
Preliminary Comments is sent to the Study Section, this Statement is 
not needed. Inquiries for summary statements after the review are 
handled in the same manner as inquiries on chartered study section 
reviews. 

4. Orientation Document 


The Special Review Section has prepared a brief orientation 
document, which may be included in mailings to consultants. This 
document is available in the Special Review Section. 

5. Project Site Visits and SSS Meetings 

a. General . Assigning an application to SSS does not imply that 

a site visit is required. The rationale for a site visit should be 
referred to within the summary statement. A separate paragraph may 
be added at the end of the summary statement (optional) with the 
heading "PROJECT SITE VISIT," if the Executive Secretary feels the 
site visit information would add to the discussion of the review. 

In general, consultants should meet away from the university or 
institution being visited. If a hotel conference room is rented, 
the fee will be charged to the Scientific Review and Evaluation 
Award of the study section paying the consultants' expenses. 

The Institute(s) may send a staff member as an observer. 

b. Mail Ballots . Mail ballot reviews should not be used without 
prior discussion with the Chief, Special Review Section, RRB. 

c. Conference Call Review . Special Study Sections may also be 
convened using a telephone conference call, depending on the nature 
of the application being reviewed and the circumstances 
necessitating a special review. Experience has shown that for 
selected applications a telephone conference can provide a thorough 
and competent review at greater convenience to the reviewers and 
less cost to the Government. 

The Executive Secretary contacts the consultants, sets a date and 
time for the conference call, and obtains a phone number where they 
may be reached. After the date is confirmed, the Grants Assistant 
calls the NIH operator (dial 106) or other telephone conferencing 
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services to set up the conference. The Special Review Section can 
provide information regarding alternate resources for a conference 
call (Figure 75). Charges for use of a non-government telephone 
conferencing service will be paid from the Scientific Review and 
Evaluation Award. 

In addition to the normal correspondence and materials, the Grants 
Assistant should send the consultants a Certification of No Conflict 
of Interest Statement and Claim for Reimbursement of Travel Cost, 
Per Diem and Consultant Fee (Figure 76). They may receive a $100.00 
consultant fee for participating in the conference call review. A 
memo is sent through the Chief, Special Review Section to the DRG 
Budget Office requesting that the members be paid for their 
participation (Figure 77). 

d. Research Grant Applications . The location of the SSS meeting 
should Be economical for NTH, reasonably convenient for the 
consultants involved, but most important, appropriate for the best 
scientific review of the appl ication . If a site visit is required, 
the SSS meeting should immediately follow the site visit. A 
pre-site visit meeting may be necessary prior to the site visit for 
orientation and discussion. On some occasions it is possible to 
complete the site visit, the SSS meeting, and preparation of the 
draft report on the same day. The Special Review Section will 
provide information on the procedures for these site visits. 

6. Reporting Actions after the Meeting 

After the study section meeting, the Grants Assistant enters the 
necessary data (budget, priority score, human/animal subject(s) 
codes) into the computer system. Any changes that need to be made 
are the responsibility of the Grants Assistant. See Chapter X for 
more detailed information on the preparation of summary statements. 

After the summary statement is typed and proofread, the Grants 
Assistant will provide discs to the User Resource Office, and then 
order from the Print Shop sufficient copies for the Institute(s) and 
the official file. 

Resume of Recommendations 


Grants Assistants will request an individual resume. 
7. Reimbursement to Consultants 


Review costs are charged to Scientific Review and Evaluation Awards. 
The Grants Assistant prepares the Claim for Reimbursement in the 
same manner as for a chartered study section. It is important, 
however, that the voucher be properly identified. Thus, SSS and the 
flex code should be placed in parentheses after the chartered study 
section name on the voucher, e.g., ALY(SSS-O). Information on the 
SSS consultant is coded on the reimbursement form in compliance with 
travel guidelines. The Grants Assistant handles the return of these 
vouchers in the same manner as for vouchers from chartered study 
section members. 
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8. Travel Orders 


Travel orders for the Executive Secretary or other Civil Service 
personnel for SSS reviews are approved by the Assistant Chief, 
Special Review Section, and routed as follows: 

Chief, Special Review Section (Room 2A16, Westwood Bldg.) 

Travel Office, (Room 455, Westwood Bldg.) 

Chief, Administrative Branch (Room 448, Westwood Bldg.) 

Travel Office, (Room 455, Westwood Bldg.) 

9. Study Section File 

The file should contain only items generally retained in a study 
section file: 3 copies of the application currently under review, 
10 copies of the current summary statement, and 1 copy of any 
previous application and summary statement. These files should be 
complete and orderly. 

10. Forms 


In addition to the forms and guidelines included in this chapter, 
guidelines exist for special Institute programs, such as the 
Biotechnology Research Resource Program. These may be obtained 
through the Office of the Chief, Special Review Section. 

For all of the SSS forms and guidelines, the Grants Assistant is 
responsible for duplicating the number of copies needed. 
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FIGURE 74 


Privacy Act Statement 


SPECIAL STUDY SECTION REVIEWERS 


Under the Privacy Act of 1974 (P.L. 93-579), and 

implementing regulations, the principal investigator 
(program director, candidate) may request and receive a 
copy of your written comments. After incorporation of 
information from these comments into the summary 
statements, documents you provide are not retained. 

In the event that review comments identifying you as the 
author are made available to the principal investigator 
(program director, candidate), you will be promptly 
notified by the National Institutes of Health staff. 
Further information can be obtained from the Executive 
Secretary in charge of the review. 
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FIGURE 75 


CONFERENCE CALLS 


The Grants Assistant makes the necessary calls to arrange a Telephone 
Conference. This call should be made as soon as a firm date is 
available to reserve a block of time to do the review. Upon completion 
of the call to the conference service you will be given a "call back" 
number which you will relay to your reviewers. They will call "collect" 
to Chat number and as soon as all participants are "on line" the 
Executive Secretary starts the Conference Call by giving all 
participants the necessary introductory remarks then the call can 
proceed. 


One such Conference Service is: 

American Teleconferencing Service 
8686 College Blvd - Suite 115 
Overland Park, K.S 66210 

913-661-0700 
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FIGURE 76 

Submit In TRIPLICATE, Please' read carefully, including information on reverse; (1) 


DEPARTMENT OF wealth And human services 
PUBLIC HEALTH SERVICE, NATIONAL INSTITUTES OF HEALTH 

CLAIM FOR REIMBURSEMENT OF TRAVEL COST. PER DIEM. AND CONSULTANT FEE 


NAME OF CHAIRMAN I STUOY SECTION, REV I CW CROUP OF COMMITTEE 

( 2 ) 


PLACES ANO OATES OF ASSIGNMENT 


KM 


LEFT (C*V. 


4) (5 


TRAVEL ITINERARY 


NOT E In cites of combined personal and official business during the same trip, show departure and return bme that could 
have been toUowesf tor the loto purpose ct this axwgnmanL Take this into account m domain# « pontes befow 


a t hour) OATS OF MSETING(S) OR SITE VISIT**) 


RETURNED (City, data, heu?) 


TRAVEL EXPENSES 


tA) Cost ot transportation (receipts required) If mixed mode of travel, indirect routing, or stooovers for personal 
reasons are involved, claim only cost at usual direct-route round trip fare. It travel rs by pmatety owned 

plane. 24c an air mite is allowed, or by private auto, , c a mite ( not to exceed cost by common earner) 

will be avowed £ 7 ") 

Speedometer Readings 


(B) Taxi or limousine used for official business, including up to 15% for tips (Receipts not reau+red ) 


(C) Other (Examples Road and bridge tods parking, telegram and telephone calls for official business, con 
terence room rentals ) Receipts required only on items costing S15 or more Flight or other travel insurance 
is constdered a personal expense and 1 $ not rwnbur sable. 

Identity claims 


(D) TOTAL TRAVEL EXPENSES — — — - — — - — — ■■ 


(E) ledgmg Itemoeeach day’s meal and lodging costs (mdudmg tax) This informal** is needed to determine the 
appropriate per diem allowance under the "Lodging Plus" system, and the "Actual Expense" method. (See 
reverse) 


OATE LODGING BREAKFAST LUNCH DINNER TOTAL 



If unusual circumstances regarding an assignment affect your dawn, check this block and explain on reverse side m REMARKS. 


STATEMENT OF PERSONAL SERVICES 


f certify that tha fltooua itemization reflects cost* incurred fo* official busmen and that I pfovded comulwnt 
tsrvicea in connocYton with the as signm en t on the dam indicated. 


AO Oft £34 M k ta b9 nttited tf other dew beaw) 



SOCIAL SECURITY NO. (See Privacy SurtBHMMf on revem) f SIGNATURE OF CONSULTANT 




THIS SECTION FOR NIH 


1 i certify that the above Consultant is entitled to a consultant fee for days at $ 1 00 per day 


Signature of Executive Secretary: 


2 Per diem. 


.days at 


-per day and/or Actual A Necessary (as determined by ItemE) 


3 Travel (from Item 0, above) 


ADVANCE DEDUCTED (When App ixOitl 


4 TOTAL TO BE PAfO 


Fr< auenee ay 



Aaerevwe ay 


.. i 0 7 0 AO 


































FIGURE 76 (cont) 


CLAIM FOR REIMBURSEMENT OF TRAVEL COST, PER DIEM, AND CONSULTANT FEE 
(NIH 1715-2) 


Comple-tion of Consultant Voucher for Special Study Section Review. 


ITEM 1. Complete name of the consultant. 

ITEM 2: Name of the Chairman of the study section that is 

being charged for this Special Study Section review. 

ITEM 3? Code for the Study Section that is being charged. 
(Example) The code ALY(SSS) flex code. 

ITEM 4 Place where the review was held. 

ITEM 5. Identification of the review. This can be the name 
of applicant, grant number, or name of package by 
scientific discipline. 

ITEM 6. Date of meeting. 

ITEM 7. Current rate allowed for travel by private auto, 

ITEM 8: Name of the Executive Secretary. The Executive 

Secretary will also need to sign here to verify 
the number of consultant days. 

ITEM 9. G if the Consultant is an ad hoc member. 
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FIGURE 77 


DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service 

National Institutes of Health 


•November 1, 1986 

Executive Secretary, Special Study Section 


Reimbursement for Telephone Conference Call Review 
Chief, Special Review Section, DRG 

Budget Office, DRG 


The roster attached identifies the telephone conference. 

Date of Conference Call Review 

Principal Investigator 

Application number(s) 

Number of consultants participating 

Number of consultants participating by phone 

Origin of phone call or location of meeting 

Justification for conference call review 

Economic benefit to the Government. Savings 
in Chairman's grant funds, reviewers travel 
time and convenience of Executive Secretary. 


Executive Secretary 


Attachment 

(One copy of roster) 
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Chapter XIV 


INSTITUTE RELATIONSHIPS 

A. ROLE OF THE NIH INSTITUTES IN THE REVIEW OF GRANT APPLICATIONS 


In the NIH peer review system, an Institute provides the second 
level of review of most grant applications. This review, which 
occurs after the study section has completed its review of the 
scientific and technical merit of an application and has presented 
its recommendation to the Institute in a summary statement, is 
performed by the Institute's Council. Funding is done through the 
Insti tute. 

Institute staff members are responsible for handling correspondence 
with investigators after the study section review has been 
completed. Copies of this correspondence are routinely forwarded to 
the appropriate study section. Institute staff duties include 
sending summary statements to all applicants before Council, 
notifying the applicants of the fate of their applications after 
Council, answering inquiries about the reasons for the actions 
taken, handling rebuttal letters, negotiating changes in budgets, 
giving tentative approval to changes in principal investigators, 
arranging for transfer of support between institutions, and 
reviewing annual progress reports. While Institute staff may 
consult with an Executive Secretary before taking the above actions, 
the final decision rests with the Institute. 

Institute staff are also responsible for notifying Executive 
Secretaries of any problems with specific summary statements. 
Copies of summary statements with substantive problems {as 
contrasted with typographical or clerical matters) should be sent as 
soon as possible to the Chief, RRB, DRG with a brief description of 
the problem(s). If possible, such concerns should be sent prior to 
the summary statements being transmitted to the principal 
investigators. This process is only for the purpose of tracking the 
magnitude of summary statement problems; it does not abrogate the 
relationship between the Executive Secretary and Institute staff in 
the usual process for revising summary statements where justified. 

B. MATERIALS REQUIRED BY INSTITUTES FROM STUDY SECTIONS 

Summary statements, copies of all correspondence between the 
Executive Secretary and the principal investigator, the names of 
individuals from whom outside opinions were requested, human subject 
forms, and progress reports are sent to the assigned Institute. 
Outside opinions , however, are not sent to the Institute. A copy of 
the official project site visit report should be sent to the 
Institute but not copies of individual reports prepared by members 
of the site visit team. The written reviews that members of the 
study section prepare for study section meetings are never forwarded 
to the Institute; such comments are to be used orTly Ey 
Executive Secretary in preparing summary 4 "' 
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C. MATERIALS REQUIRED BY STUDY SECTIONS FROM INSTITUTES 


Institute staff are responsible for sending Executive Secretaries 
copies of the following documents when the documents are related to 
applications that were reviewed by their study sections: 

a Written reports of administrative visits and program evaluations 
made by the Institute or Council; 

$ Correspondence; and 
@ Progress reports. 

If a study section is assigned an application that was previously 
handled by an Institute committee, the Institute staff should supply 
all necessary background material and pertinent correspondence. 
Copies of previous applications and related summary statements 
should always be available in the Institute if needed by a study 
section. 

After a grant is activated, some Institutes may send the study 
section a copy of the Notice of Grant Award, Form PHS 1533 (Figure 
78), and all subsequent incoming and outgoing correspondence with 
the grantee. Any changes between the grantee and the Institute 
should be brought to the attention of the Executive Secretary. 
Whether or not the grant is still active can be determined from the 
status report. 

0. INSTITUTE REPRESENTATION AT STUDY SECTION MEETINGS AND ON PROJECT 
SITE VISITS 

Meeting agendas should be available in a timely fashion since a 
staff member from each Institute for which applications are being 
reviewed normally attends study section meetings in order to note 
the study section actions on relevant applications and to provide 
information on Institute policies and programs. Generally only one 
representative from an Institute attends a study section meeting. 

Institute staff should be informed as soon as possible of plans for, 
and invited to attend, project site visits. Project site visits 
usually involve circumstances where the presence of an Institute 
staff member would be helpful to both the Executive Secretary and 
l I nstitute representative attends as a resource 
staff member on Institute programs and policies. 


E * ATTENDANCE OF THE EXECUTIVE SECRETARY AT COUNCIL MEETINGS 


whirh^^nriV^r . S . ecretar ^ Is expected to attend Council meetings at 
which applications reviewed by the study section will be evaluated. 

!LL^ n u , nci l h me r ber ^ ques . ts additional information about a summary 
statement, the Executive Secretary may be called upon to comment. 

npreccaJ 6 responsibility of the Executive Secretary to provide ali 
necessary information in support of the study section's actions. 


An Executive Secretary must not provide Council 
individual study section memBers responsible foi 


with names of the 
specific written 
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reviews, for motions, for seconds, or for specific comments in a 
summary statement. All study section actions are to be collective 
and anonymous. Generally, the term "reviewers" is used to describe 
all members, including those individuals who have provided outside 
opinions. The Council is entitled to know the distribution of 
individual priorities, but a specific priority must not be 
identified with a reviewer. Identification of outside reviewers is 
permitted, but the content of the reviews must not be disclosed. 
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DEPARTMENT OF HEALTH ANC /S 

PUBLIC HEALTH SERVICE 

DATE ISSUED. ^rdl 26, 1985 


NOTICE OF GRANT AWARD 

GRANT NUMBER 

TYPE OF AWARD 
authorized by 

RESEARCH 

42 USC 241 42 CFR 52 

TOTAL PROJECT PERIOD 

From 07/01/80 Throu 9 , Y} 3 / 3 o / a 

AWARDED BY 

NATIONAL HEART. LUNG. AN0 BLOOD INSTITUTE 


Tdle of Project or Area of Training 


Grantee Institution 

REGENTS OF THE UNIVERSITY CALIF 
UNIVERSITY OF CALIFORNIA 
1 483-4TH AVE 

SAN FRANCISCO, CALIF 94143 


Principal Jivastigator/Program P'r-ccorTAwardee 

UNIVERSITY OF CALIFORNIA 
CARDIOVASCULAR RESEARCH INST 
SAN FRANCISCO, CALIF 94143 


PHD 


APPROVED BUDGET 

FOR 8UDGET PERIOD 04/01/85 Through 03/31/86 
Salaries and Wages $ 

Fringe Benefits 9,69 7 

Total Personnel Costs , , .... $ 

Consultant Costs „ 


AWARD COMPUTATION 



Equipment 

Supplies 

Travel - Domestic . . 

* Foreign 

Patient Care - Inpatient . 

• Outpatient 
Alterations and Renovations . . 
Contractual or Third Party Costs. 
Other 


Trainee Stipends , . ► 

Trainee Tuition and Fees 
Trainee Travel 


7,579 

1,007 


1, DIRECT COSTS 

2. INDIRECT COSTS 

(Calculated at rate) 

3. TOTAL 

4, Less Unobligated Balance From 

Prior Budget Period(s) . . . 


63,16 

* * 


63,16 




5. AMOUNT OF THIS AWARD * 


COST SHARING 
CONTRIBUTION 


(1) Per Instl agreement dated 

(2) Per Indtv. agreement, minimum 


i 63,16 
07/01773 


3,175 


SUPPORT RECOMMENDED FOR REMAINDER OF PROJECT PERIOI 
Budget Total Direct Costs Stipends 

Period (Includes Stipends) 


06 

07 


66,957 

NONE 


TOTAL DIRECT COSTS - 


63,167 


When PHS Prior Approval is required for rebudgeting, submit 
request to Grants Management Official below. 


♦Subject to availability of funds and satisfactory progress 


REMARKS 

** I.NDIRECT COSTS FOR THIS AWARD ARE 
COSTS WILL BE PROVIDED ON A SUMMARY 

Staff contacts for this grant are: 

Program : Dr- Everett Sinnett 

Grants Management: Mrs. Toni Holland 


EXPECTED 
NOTICE . 


TO BE $ 19,329 


ACTUAL INDIREC 


(301) 496-7171 
(301) 496-7255 


THIS AWARD IS FUNDED UNDER HHS SINGLE LETTER OF CREDIT NO. 75-08- 147 1. 

TERMS OF ACCEPTANCE, By acceptance of funds awarded under this grant, the grantee acknowledges that it will comply witn terms and conciti 
in the following: (1) Legislation cited above; (2) Regulations cited above; (3) Provisions on or attached to this award notice and signed by the 
official(s) named below; (4) PHS Grants Administration Manual Chapters in effect an the beginning date of the grant Budget Period. (5) PHS Oran 1 
Policy Statement in effect on the beginning date of the grant Budget Period: (6) 45 CFR Part 74. The above order of precedence shad prevail 


FY- Common Accounting Number | 

5-8424151 

CRS/Entity Identification No. 

1946036493A6 

PHS List No JObject Class Coda 

/4 1 . 4 E 

Document Number 

(08 )R 3HL26 1 76A 

PROGRAM OFFICIAL 

S’. 

SUZANNE S . HURD, PH . 0 . 

DIRECTOR 

0 I V I S I ON OF LUNG DISEASES 

NAT. HEART, LUNG, & BLOOD INST. 

PHS Grants Management Official 

— - 

JAMES M. PIKE, CHIEF 

GRANTS OPERATIONS BRANCH 

DIVISION OF EXTRAMURAL AFFAIRS 

NAT. HEART, LUNG. & BLOOD INST. 

^#5^^ pr ?f$#!7 ,buled t0 Pnnc, P al Investigator, Program Director or Awardee, and Business Office. 
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Chapter XV 

AREAS OF SPECIAL CONCERN 


A. CONFLICT OF INTEREST 


1. Avoiding Conflicts of Interest in Study Section Assignments 

A study section may not review an application in which one of its 
members is the principal investigator or is listed on the budget 
page in any capacity for compensation. In addition, when a 
member's spouse, parent, child or any family member is named in a 
grant application as the principal investigator, the member's 
study section may not review the application. 

When the member is listed in any capacity, without monetary 
compensation, whether the application will be assigned to the 
study section depends on the Executives Secretary's judgment of 
the degree of responsibility the member will have in carrying out 
portions of the proposal. In addition, judgment must be exercised 
where the member's spouse, parent or child is named in a grant 
application in any capacity other than as the principal 
investigator. Also, when a close professional associate* is named 
in a grant application as the principal investigator or as an 

investigator who is responsible for conducting any portion of the 
planned research, further judgment is demanded to determine 
whether the member's study section may review the application. 
The decision is based on (1) the recency, frequency, and strength 
of the working relationship between the member and the associate 
as reflected, for example, in publications; and (2) the 
determination of whether the member has a vested interest or 
tangible involvement in the application. For example, a member 

and principal investigator, no longer at the same institution, may 
be publishing data generated together as former laboratory 

colleagues. While they appear as joint authors in the 
bibliography of the proposal, the member has no vested interest or 
tangible involvement in the application in question, and the 

member's IR6 could review it; however, because of the appearance 
of conflict of interest, the member must leave the room during the 
review. 

In general, the member's study section may review those 
applications in which the member has no apparent or real conflict. 
This would include the member being available at the principal 
investigator's institution for discussion; being a provider of 
services, cell lines, reagents, or other materials; or writing a 
letter of reference. In these cases, however, the member must be 
absent from the room during the review. 


* "Close professional associate" is the term NIH finds most appropriate 
to the word "partner" in the Federal conflict-of-interest laws and 
regulations . 
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a. Flexible Study Sections . For a flexible study section, review 
by U subcommittee within the study section is permissible. 
Conflict of interest is avoided as long as the subcommittees of 
the flexible study section do not meet in a plenary session to 
ratify the recommendations of each group. 

b. Individual and Senior (F32 and F33) Fellowship Applications . 
An appliclttion ili whicF a member is named as sponsor may not be 
reviewed by the member's study section. 

c. Applications from For Profit Organizations . A study section 
may not review an application from a member who is an owner or 
officer in a for-profit organization submitting the application. 

NIH staff must not be involved in the review of an application in 
which they have a financial interest in a for-profit organization 
submitting an application, including ownership of stock in the 
for-profit organization. In such instance, an Executive Secretary 
must transfer the assignment and study section review 
responsibilities to another Executive Secretary. 

2. Avoiding Conflicts of Interest During Study Section Meetings 

At the beginning of each meeting, the Executive Secretary explains 
the NIH conflict-of-interest policy. Members must leave the room 
when applications submitted by their own organizations are being 
discussed or when they, their immediate family, or close 
professional associate(s) have a financial interest, even if no 
significant involvement is apparent in the proposal being 
considered. Members are also urged to avoid any actions that 
might give the appearance that a conflict of interest exists, even 
though they believe there may not be an actual conflict of 
interest. Thus, for example, a member should not participate in 
the deliberations and actions on any application from a recent 
student, a recent teacher, or a close personal friend. Judgment 
must be applied on the question of recency, frequency and strength 
of the working relationship between the member and the principal 
investigator as reflected, for example, in publications. Another 
example might be an application from a scientist with whom the 
member has had longstanding differences which could reasonably be 
viewed as affecting the member's objectivity. 

At the end of the study section meeting, the Grants Assistant 
obtains written certification from all members that they have not 
participated in any reviews of applications from an organization 
where they are an employee, consultant, officer, director or 
trustee, or have a financial interest. In addition, each study 
section keeps a log, prepared by the Grants Assistant and 
maintained in the study section office, of which members left the 
room for conflicts and for what applications. This record is 
filed with the minutes from the meeting in the study section 
office. 
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a. Review of Applications from Multicampus Organizations and 
Multiple State-Supported Systems . Members must leave the meeting 
room when applications involving their own organizations are being 
discussed. 

Where there are multiple state-supported higher education systems, 
for example the University of Florida and Florida State 
University, the terms "own organization" and "entire system" 
include aJN the state supported higher education systems. 

However, higher educational systems within 22 states are 
considered separate entities sufficently distinct from each other 
that no conflict-of-interest exists that would preclude a peer 
review group member from one entity from reviewing applications 
from another entity. Two examples are: (1) Colorado State 
University and the University of Colorado, and (2) the campuses of 
the University of California, the California State Universities 
and Colleges, and the California Community Colleges. The complete 
list can be found in the Handbook for Executive Secretaries. 
Chapter XII, Section A. 2. a. Decisions pertaining to additional 
states may be made in the future on a case-by-case basis. 
(Current listings are available from the CMO) 

State systems other than higher education systems, such as the 
state bureau of health or elements of the state hospital system, 
are separate entities not in a conflict-of-interest situation with 
each other or with the state higher education system. 

b. Review of Applications Submitted by Colleagues-Associates . In 
addition, members should be urged to avoid any actions "that might 
give the appearance that a conflict of interest exists, whether or 
not in any particular case the member believes there to be an 
actual conflict of interest. Thus, for example, a member should 
not participate in the deliberations and actions on any 
application from a recent student, a recent teacher, or a close 
personal friend. Another example might be an application from a 
scientist with whom the member has had longstanding differences 
which could reasonably be viewed as affecting the member's 
objectivity. 

It is often difficult to decide whether or not an appearance of 
conflict of interest exists that is sufficient to warrant 
disqualification. Members should be told that if a situation 
arises about which a member has a question, the member should 
raise the matter in advance with the Executive Secretary. 
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c. NIH Staff Conflicts. Institute staff may not participate as 
members of stu3y sections in the review of projects or 
applications if they have been, or are expected to be, involved in 
decisions or actions in the award or administration of the 
corresponding grants. Extramural Institute staff may attend study 
section meetings to provide administrative and program information 
necessary for the adequate review and evaluation of applications. 
They may not, however, join in the scientific-technical 
evaluations and recommendations of the study sections concerning 
these projects. 

8. CONFIDENTIALITY 


Review materials and proceedings of review meetings are privileged 
communications prepared for use only by consultants and staff. 
Reviewers are requested to leave all review materials with the 
Executive Secretary or Grants Assistant at the conclusion of the site 
visit or review meeting. 


C. PRIVACY ACT 


The Privacy Act of 1974 (Public Law 93-579) is designed to safeguard 
individuals from invasions of personal privacy by Federal agencies. 
This legislation permits individuals named in Federal records to: 


» Determine what records pertaining to them are maintained by and 
used in a Federal agency; 

« Prevent their records from being used for any purpose other 
than the intended one(s) without their permission; 

o Gain access to their records; and 


« Ascertain that the information concerning them is accurate. 

Federal agencies must collect, maintain, or use the records of 

identifiable persons in a lawful manner, ensure that the records are 

accurate, and provide safeguards to prevent misuse. If provisions of 

the Privacy Act are violated, Federal employees can be subject to 
fines up to $5,000. buujecc xo 


transmitted to the ^IH 6 staff* °Studv sectin U f'f S they have been 
only part of the Institute official e ! are consider ed 

of information must not be donJ h l It w" d any release 

Institute staff. done by stud y section staff but by 
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The following materials should not be retained in the study section 
files: 

© Outside opinions, 

@ Preliminary written comments by reviewers, 

© Assignment lists, 

© Scoring sheets, 

© Check sheets that contain reviewers' names, and 

© Project site visit reports, especially if they contain 
individual comments. 

To implement the Privacy Act provisions, the NIH has set up the 
following system, with some variation among Institutes. Each 
Institute has a Privacy Act Coordinator who provides policy guidance 
to staff. Privacy Act Coordinators in some Institutes oversee 
systems of records in order to maintain their accuracy, amend the 
records if necessary, respond to Privacy Act requests, and review 
information to be released. In some cases, an access official is 
also involved in obtaining records and transmitting them to 
requestors. The list of the Privacy Act Coordinator for each 
Institute is found in the yellow pages of the NIH Telephone Book. 
The Privacy Act and Freedom of Information Act Officer for DRG is Dr. 
Joseloff, Chief, Office of Grants Inquiries. These Coordinators may 
contact an Executive Secretary to obtain needed information. In such 
an instance, the NIH position is that if the requested material is 
currently available, it must be released. 

All written requests for information or records covered by the 
Privacy Act should be referred to the appropriate Institute Privacy 
Act Coordinator. A postcard or letter indicating that the request 
was forwarded and giving the name and address of the Coordinator 
should be sent promptly to the investigator by the study section 

office (Figure 79). This is helpful if the request is lost or the 
response delayed. The Institute must respond to the request within 
10 working days of its receipt date. 

The originals of all other incoming and copies of outgoing 

correspondence related to the Privacy Act are to be forwarded to the 
appropriate Institute. This includes letters from consultants who 
decline service on the study section because of the Privacy Act. An 
Executive Secretary or Grants Assistant should transmit to the 

assigned Institute any correspondence with persons other than study 
section members and NIH staff (for example, nonmember project site 

visitors) to whom an application was shown, as well as the names of 
persons from whom outside opinions were requested. In this 
connection, both study section members and outside referees must be 
informed of the Privacy Act regulations. 

Although summary statements are sent to investigators by the 
Institutes as soon as possible after study section meetings, 
investigators may request summary statements. The Executive 
Secretary should refer these requests to the Privacy Act Coordinator 
of the Institute to which the application is assigned. T f thp 
request comes by mail, a postcard or letter ind^VsHnn 
request was forwarded and giving the natr 
Coordinator should be sent to the investigat 
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D. FREEDOM OF INFORMATION ACT 

(Public Law 90-23), which is 
The Freedom of Information A to records held by Federal agencies, 
designed to allow public ^hat requestors are seeking records 

SIM" ~ unless^ the rec7ds til Wn oil 

if f n™e t a?eas C of' n exemptlo | '. The three exemptions most relevant to the 
NIH are as follows: 

a Trade secrets, commercial and financial information; 

a Intpr- or intra-agency memoranda or letters that would be 
available by law only by litigation with the agency; and 

e Personnel or medical files whose release would constitute an 
invasion of privacy. 

Each Institute has a Freedom of Information Coordinator, who is 
listed In the yellow pages of the NIH Telephone Book. Requests for 
information should be forwarded to the appropriate Coordinator. In 
some Institutes, the Freedom of Information and Privacy Act 
Coordinator are the same person. Written requests for information 
can be denied only by the Freedom of Information Officer, DHHS. 


E. INVOLVEMENT OF HUMAN SUBJECTS 

According to DHHS policy, the institution that receives awarded funds 
has primary responsibility for safeguarding the rights and welfare o 
human subjects-at-risk who participate in activities supported under 
grants and contracts from the DHHS. Every principal investigator 
must include, as part of the application, certification that if the 
application involves human subjects in research and is not in an 
exempt category, the application has been reviewed and approved for 
compliance with DHHS regulations by an institutional review board. 


Notwithstanding any prior review, approval, or certification by the 
institution, all applications and proposals involving human subjects 
that are submitted to the DHHS must be evaluated by the staff and 
other experts or consultants for compliance with DHHS regulations. 
At the NIH, this evaluation is accomplished by IRGs, Councils, and 
NIH staff. The overall responsibility and authority for implementing 
the policies rest with the Office for the Protection from Research 
Risks (OPRR). 


The regulations define "human subject" as a "living individual about 
whom an investigator obtains (1) data through intervention or 
interaction with the individual, or (2) identifiable private 
information." The regulations extend to the use of human organs, 
tissues, and body fluids from individually identifiable human 
subjects as well as to graphic, written, or recorded information 
derived from individually identifiable human subjects. The use of 
autopsy materials is governed by applicable state and local laws and 
is not directly regulated by 45CFR 46. The regulations also specify 
additional protections for certain classes of human research 
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involving fetuses, children to age 18, pregnant women, j_n vitro 
fertilization, mentally retarded, mentally disabled, and prisoners. 

Exempt from coverage by the regulations are activities in which the 
only involvement of human subjects will be in one or more of the 
following six categories: 

1. Research conducted in established or commonly accepted educational 
settings, involving normal educational practices, such as 
(i) research on regular and special education instructional 
strategies, or (ii) research on the effectiveness of or the 
comparison among instructional techniques, curricula, and 
classroom management methods. 

2. Research involving the use of educational tests (cognitive, 
diagnostic, aptitude, achievement), if information taken from 
these sources is recorded in such a manner that subjects cannot be 
identified, directly or through identifiers linked to the 
subjects. 

3. Research involving survey or interview procedures, except where 
all of the following conditions exist: (i) responses are recorded 
in such a manner that the human subjects can be identified, 
directly or through identifiers linked to the subjects; (ii) the 
subject's responses, if they became known outside the research, 
could reasonably place the subject at risk of criminal or civil 
liability or be damaging to the subject's financial standing or 
employabi 1 ity; and (iii) the research deals with sensitive aspects 
of the subject's own behavior, such as illegal conduct, drug use, 
sexual behavior, or use of alcohol. All research involving survey 
or interview procedures is exempt, without exception, when the 
respondents are elected or appointed public officials or 
candidates for public office. 

4. Research involving the observation (including observation by 
participants) of public behavior, except where all of the 
following conditions exist: (i) observations are recorded in such 
a manner that the human can be identified, directly or through 
identifiers linked to the subjects, (ii) the observations recorded 
about the individual, if they became known outside the research, 
could reasonably place the subject at risk of criminal or civil 
liability or be damaging to the subject's financial standing or 
employability, and (iii) the research deals with sensitive aspects 
of the subject's own behavior such as illegal conduct, drug use, 
sexual behavior, or use of alcohol. 

5. Research involving the collection or study of existing data, 
documents, records, pathological specimens, or diagnostic 
specimens, if these sources are publicly available or if the 
information is recorded by the investigator in such a manner that 
subjects cannot be identified, directly or through identifiers 
linked to the subjects. 

6. Unless specifically required by statute, research and 
demonstration projects which are conducted by or subject to the 
approval of the DHHS, and which are designed to study, evaluate, 
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or otherwise examine: (i) programs under the Social Security Act, 
or other public benefit or service programs; (ii) procedures for 
obtaining benefits or services under those programs; (iii) 
possible changes in or alternatives to those programs or 
procedures; or (iv) possible changes in methods or levels of 
payment for benefits or services under those programs. However, 
if, following review of proposed research activities that are 
exempt from these regulations under this paragraph, the Secretary 
determines that a research or demonstration project presents a 
danger to the physical, mental, or emotional well-being of a 
participant or subject of the research or demonstration project, 
then Federal funds may not be expended for such a project without 
the written informed consent of each participant or subject. 

The Executive Secretary must determine whether claims for exemption 
are appropriate. Applicants should include sufficient information in 
the research plan for the Executive Secretary to make the 
determination. If an exemption is claimed; a paragraph should be 
written under Section E explaining how the exemption applies to the 
research. If the proposed research does not appear to meet the 
requirements for exemption, the Executive Secretary should request 
appropriate certification from the applicant. This certification can 
be a new application face page with the proper signatures, a letter 
with the proper signatures, or Form HHS 596. It must be received no 
later than 60 days after the receipt deadline or three weeks prior to 
the study section meeting, whichever comes first. Lack of compliance 
requires deferral of the application. 

It is important to determine if separate certifications are also 
required from institutions cooperating with the applicant 
organization. The two determinants are: (1) the cooperating 
institution's role in the project and (2) the "administrative 
control" of the applicant institution. If the cooperating 
institutions do not have an active role £r if there is 
"administrative control" (i.e., an implicit acceptance of the 
applicant institution IRB review), then no separate certification 
need be submitted. 

The study section evaluation of applications involving human subjects 
should take into account, among other pertinent factors, whether the 
subject is at risk, the apparent risks to the subject, the adequacy 
of protection against these risks, the potential benefits of the 
activity to the subject and to others, the importance of the 
knowledge to be gained, and whether informed consent will be obtained 
by adequate and appropriate methods. The six (6) points in Section E 
must be addressed if human subjects are involved. 

Any concerns by study section members for the adequacy of the 
protection or welfare of human subjects or comments (suggestions) are 
indicated as a special note on the summary statement (Chapter X). 
This paragraph should fully list the reviewers' concerns or comments 
on the adequacy of protection of human subjects with explanations, 
and indicate whether there was a unanimous consensus on the concerns. 
Also, human subjects concerns or comments are indicated on the 
summary sheet by the human subjects code. No award will be made 
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until all expressed concerns about human subjects have been resolved 
to the satisfaction of the NIH. 

F. ANIMAL WELFARE 


The applicant institution and investigator bear the responsibil ity 
for proper care and use of animals. NIH staff, study sections, and 
Councils must be certain that applicants observe the rules and 

practices of good animal care as expounded in the NIH Guide for 

Grants and Contracts , Vol . 14, No. 8. June 25, 1985 and~Gui'de for the 
Care of and Use of Laboratory Animals , NIH Publication No. 85-23 

(Revised 1985). Care and use of vertebrate animals in funded 
projects must conform to applicable law and PHS policy, especially 
the Principles for Use of Animals. The general intent of these 
principles apply before, during, and after experimentation and can be 
summarized as two broad rules: 

® The project should be worthwhile and justified on the basis of 
anticipated results for the good of society and the 

contribution to knowledge; and the work should be planned and 
performed by qualified scientists. 

« Animals should be confined, restrained, transported, cared for, 
and used in experimental procedures in a manner to avoid any 
unnecessary discomfort, pain or injury. 

Special attention should be given when the proposed research involves 
dogs, cats, nonhuman primates, large numbers of animals, or animals 
that are in short supply or are costly. 

Institutions are required to establish a formal mechanism, including 
an institutional animal care and use committee (IACUC), to evaluate 
and monitor their animal care programs. A certification of committee 
review and institutional assurance are also required for applications 
involving vertebrate animals, and the points in Section F addressed. 

No award will be made by PHS unless the responsible designated 
institutional official has verified that the care and use of animals 
in the proposed research has received the required IACUC review and 
approval. Verification of IACUC approval must be contained in the 
grant application or contract proposals, or be provided through a new 
application face page or a letter of verification within 60 days of 
submission if the institution has an approved assurance. 

The Executive Secretary must document the study section's assessment 
of animal involvement by designating the correct animal subjects code 
using the DRG Interface System. As with human subjects, the 
chairperson must obtain a consensus for either a concern or comment 
(suggestion) so as to provide clear instructions for animal subject 
coding. 

Additional details can be found in Manual Issuance 4206 and 

6000-3-4.58: Responsibility for Care and Use of Animals. 
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G. HAZARDOUS RESEARCH MATERIALS AND METHODS 

The investigator and the sponsoring institution are responsible for 
protecting the environment and research personnel from hazardous 
conditions. As with research involving human subjects, reviewers are 
expected to apply the collective standards of the professions 
represented within the study section in identifying any potential 
biohazards, for example inappropriate handling of biohazardous 
materials, such as oncogenic viruses, chemical carcinogens, 
infectious agents, recombinant DNA, and radioactive or explosive 
materials. 

If applications pose special hazards, the Executive Secretary should 
identify the potential or actual hazards in the summary statement 
under the heading "Biohazard," and, if appropriate, suggest how the 
investigator might avoid or deal with the problem. To bring the 
concern to the attention of the NIH staff, the word "Biohazard" 
should be inserted above the word RESUME in the summary statement. 

No award will be made until all concerns about hazardous conditions 
have been resolved to the satisfaction of the NIH. 
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PfUVACY ACT RESPONSE LETTER FIGURE 79 

DEPARTMENT OF HEALTH & HUMAN SERVICES 


Publrc Health Service 


National Institutes of Health 

Bethesda. Maryland 20892 

Suildinc 

Room 

(301) 496- 


(Date) 

Re: 


Dr. 


Dear Dr. : 

Your request to this office for material releasable under the Privacy 
Act has today been forwarded to the appropriate Institute/Division 
Privacy Act Coordinator listed below. You should hear from that 
individual at an early date. 


Sincerely yours. 


, Ph.D. 

Executive Secretary 

Study Section 

Division of Research Grants 


FORWARDED TO: , National Institute, NIH, 

Building , Room , Bethesda, Maryland *20892 
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Chapter XVI 

GENERAL OFFICE MANAGEMENT 


A. COOPERATION 

Since each study section office is a small, self-contained unit, it is 
essential for the Executive Secretary, Grants Assistant, and Grants 
Clerk to have a good working relationship. Cooperation and mutual 
respect are necessary for a smooth running office. The Executive 
Secretary and Grants Assistant should keep each other informed about 
any absences from the office, whether for annual leave, illness, dental 
and medical appointments, or meetings. If an emergency arises, the 
Grants Assistant should notify the office or Lead Grants Assistant as 
early in the morning as possible so that contingency plans can be made. 

B. TELEPHONE CALLS 

The Grants Assistant will receive telephone inquiries or requests from 
study section members, Institute staff, and the public. These calls 
should be handled promptly and courteously. If calls are received from 
the offices of Congressmen or Senators concerning applications or study 
section business, form PHS 1553 (Figure 80) must be filled out and 
given to the Office of the Executive Officer, DRG (Room 452, Westwood 
Bldg. ) . 

While information about study section actions may be provided to 
Institute and DRG staff, such information must n^t be released to 
anyone who is not entitled to it for official purposes. Any time after 
the study section meeting, investigators may inquire, frequently by 
telephone, about the action taken on their applications. Do not reveal 
the recommendation or priority score, but indicate that the request 
should be made in writing to the Privacy Act Coordinator at the 
appropriate Institute. The List of Coordinators is found in the yellow 
pages of the NIH Telephone Book. 

If Institute extramural staff members inquire about study section 
actions before the summary statements have been written or typed, this 
information may be supplied. Occasionally, Grants Assistants are asked 
about the membership of the study section. Such information is not 
confidential as it is available in NIH Public Advisory Groups . 
However, information regarding the assignees on specific applications 
should never be divulged. 

C. ATTENDANCE 

Time sheets are filled out in duplicate for each study section office 
(Figure 81). The time sheet is taken to one's Lead Grants Assistant 
Friday morning before 11 a.m. Each person is responsible for recording 
his or her own leave on the time sheet, which is a record of all time 
worked and leave taken. If overtime during a weekend is involved, the 
completed original is due Monday morning. The original is an accurate 
record of all time worked and leave taken for the previous week. 
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All leave must be signed for on Form SF-71 (Figure 82). Sick leave 
should be signed for immediately upon one’s return to the office; 
annual leave, except for emergencies, should be signed for in advance. 
Approval (the signature on the bottom of the form) is not always 
required. However, for more than 3 days of annual leave. Form SF-71 
must be approved by one's supervisor. For more than 3 consecutive days 
of sick leave, Form SF-71 must be signed by the doctor or accompanied 
by a doctor's note. Problems in connection with time, leave, or 
payroll should be discussed with the timekeeper. 

1. Flexitime 


The Referral and Review Branch participates in a flexitime program, 
in which employees request and supervisors approve a specific time 
schedule. The starting time ranges from 7:00 a.m. to 9:30 a.m. , the 

closing time from 3:30 p.m. to 6:00 p.m.. Once approved, the 

employee's assigned time schedule remains in force, but may be 
modified at any time with the supervisor's approval. Figure 83 
explains in detail DP.Gs flexitime procedures. 

2. Overtime Authorization 

All overtime must be requested and approved in advance. For 

approval of other than routine overtime, the Grants Assistant 

informs the Lead Grants Assistant well in advance of the pay period 
in which the work is to be performed (approximately 3 weeks before 
the meeting). Any overtime for Institutes must be approved by the 
supervisor and Section Chief and should be limited to 10 hours. For 
the study section meeting, Grants Assistants are automatically put 
in by the Lead Grants Assistant for 2 hours of overtime - 1 hour to 
set-up and 1 at the end of the meeting if it runs after 5:00 p.m. 
Any overtime in excess of 2 hours must be requested on NIH Form 1962 
(Figure 84). 

3. Religious Comptime 

All religious comptime must be requested in writing and approved in 
advance by the Deputy Chief for Review. Religious comptime can be 
earned up to 6 months before leave has been taken, 

4. Executive Secretary Comptime 

Comptime must be requested and receive prior approval by the 
Section Chief on NIH Form 1962. 
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D. STUDY SECTION FILES 


The principal rules"' for "filing should" be 
KEEP IT SIMPLE! 

DON'T PACK-RAT! 

KEEP CURRENT 


1. Overall Guidelines 


Some study sections find a unified filing system most convenient. All 
file folders are filed aphabetical ly by Institutes and then numerically 
within each Institute. This arrangement makes it simple to locate any 
file, even when only the number is known. With this system, however, it 
is absolutely necessary to have an efficient method for clearing the 
files of inactive material at regular intervals. 

Other study sections have their files divided into two basic 
categories--active and inactive. With this system, the files for 
grants or approved applications may be returned to the active files 
after the study section meeting and before the Institutes have taken 
action on the current recommendations. Disapproved applications and 
terminated grants are placed in inactive files. Any deferred 

application is placed immediately with other materials for the upcoming 
study section meeting. 

a. Study Section Files . As described in Chapter V, the file usually 

contains materials that can be fastened on backers, with the most 
recent information on top. One copy of any additional information 
submitted by the applicant should also be included. In addition, a 
record of persons other than study section members who had access to 
the application for review purposes should be kept in the file. 

Even if an outside opinion request was not answered or was refused, 
or if a scheduled project site visitor did not attend the visit, 
that person's name should still be documented in the file. This 

file should contain not more than 3 copies of the most recent 
application and about 20 copies of the coordinating summary 

statement. (See Chapter V.) AT[ copies of deferred applications 

should be kept so as to reduce the number of copies that must be 
reordered for the next study section meeting. The latest funded 
application and its corresponding summary statement should be kept 
in the main file. 

b. Reference Files . In addition to the file folders on each 

application, study sections find some type of quick reference file 
essential. Some study sections use looseleaf binders of summary 

statements filed alphabetically by the name of the principal 

investigator and numerically by Institute. These are easy to 
maintain. After each study section meeting, when summary statements 
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are collated for the minutes, a set can immediately be filed in each 
of these binders. When files are destroyed, this action can be 
recorded on the summary statements in the binders. These binders 
are kept for 10 years. 

Other study sections use cards or roladex files. Filed 
alphabetically by name of the prinicipal investigator, these cards 
are easy to use and do not take up much space. In addition to this, 
an alphabetical and/or numerical looseleaf binder must be kept for 
summary statements. When files are destroyed, this action is 
recorded on the roladex files. A record should be kept of any 
Request for Assignment Change (Chapter V) on applications that have 
been transferred or withdrawn before or immediately after the 

review. This is essential when trying to locate an application 
whose action has not been recorded on the computer. 

Meeting files of complete summary statements do not need to be kept 
for more than 3 years after the review date. All that is necessary 
for reviewers dating back more than 3 years is a record of the 
application reviewed (application number, principal investigator, 
and title of application). 

c. Administrative Files . Each study section will have miscellaneous 
files containing information regarding meetings, study section 
members, general correspondence, and travel records. Also, each 

study section maintains a daily board containing a copy of every 
letter sent out from the office. Items on this board may be 

destroyed after a year and a half. 

Disposal of Files 

When cleaning out files, Grants Assistants should save and reuse file 
folders. Because the official NIH files with original materials are 
naintained in Institutes and the study sections have only "working files," 
it is not necessary to store materials in the study section office beyond 
the period when a grant is active or follow-up is expected. (Usually no 

further action can be expected after a grant has been inactive for 1 year.) 
Jnless special reasons exist, there is no need to retain copies of 
appendices, progress reports, reprints, or manuscripts " after tTie initial 
review - 'of the application. 

-/hen a grant is terminated or when an application is withdrawn, disapproved, 
)r administratively inactivated, the folder should be placed in the inactive 
category and retained for 1 year. 


). Material Not Kept in Files After Review 
e Outside opinions 

® Reference letters (PCDAs, Fellowships, FIRST awards) 
® Preliminary written comments 

• Checksheets containing reviewers’ names 

• Project site visit reports 

» Reprints, manuscripts, and appendices 
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E. SUPPLIES AND EQUIPMENT 


1 . Self-Service Store 

Requests for office supplies must be made on a requisition form (Figure 
85} and submitted to the Lead Grants Assistant. The approved and signed 
form is then forwarded to the Office Services Section. The Grants 
Assistant will be called by a representative from Office Services to 
pick up the supplies at the Self-Service Store (Room 51, Basement, 
Westwood Building). 

The store is open on Tuesday and Thursdays. Since office space is 
limited, it is recommended that as small a stock as necessary be kept in 
each office. Purchases should be made as needed. 

2. Office Services Section, Administrative Branch, DRG 


Furniture, name plates, and other special equipment, such as rubber 
stamps, are ordered by memorandum from the Office Services Section. 
Requests for repairs of equipment and any changes of offices are also 
handled through the Office Services Section. When typewriter repairs 
are requested, the typewriter make and serial number as well as a 
description of the difficulty should be supplied. 

F. DRG CONTACTS 

1 . Civil Service Problems 

Problems regarding grades, promotions, and training possibilities should 
be discussed first with the Lead Grant Assistant, and then, if 
necessary, with the Personnel Officer, DRG. 

2. Employee Advisory Committee 

The Employee Advisory Committee (EAC) is an Equal Employment Opportunity 
Committee through which an employee can be heard and helped. DRG 
employees are welcome to bring problems or suggestions directly to EAC 
representatives. Also the EAC has locked suggestion boxes located 
across from the elevator on the second, third and fourth floors and in 
Room 133 for criticisms, ideas, or general comments. Suggestions may be 
signed or submitted anonymously. The issues are then considered by the 
Committee and taken to the Director, DRG, for action. 

3. Equal Employment Opportunity (EEO) 

EEO problems should be discussed with an EEO representative. The DRG 
Officer is Ms. Emma Twyman. 

4. Injuries or Accidents 


Any mishap occurring in the office or on NIH property should be reported 
promptly to the resident nurse (Room 28, Westwood Bldg., 496-7638) and 
to the Lead Grants Assistant. Health Unit office hours are 8:30 a.m. to 
5:00 p.m., Monday through Friday, except for Tuesday when the office 
closes at 2:40 p.m. 
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THIS FORM HUST BE FILLED OUT AND GIVEN TO THE 
OFFICE OF THE EXECUTIVE OFFICER, ANY TIME 
ANYONE IN YOUR OFFICE RECEIVES A TELEPHONE 
CALL FROM A CONGRESSMAN OR SENATOR'S OFFICE « 
COPIES REQUIRED: 

Original on form PHS 1553* 
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/our doctor or practmonor complete the Cemficacon joction belo-w FaUificaCum of information m thu portion of the form may be ground* fw 
disqpiiftflry action, including diarnvpuil, 


1. 1 woi incapoatated for duty by? 

j Sicknew. 

| On-The-Job Injury. 

g 

Off-The-Job Injury. 

Pregnancy and Confinement. 

Z 1 wot required to core for a memoer oi my family with a ceofoqietw 
H diteata, {Go* name and relationship of family member, and name of 
j_J dt*ta**J 

3. f wci undergoing medical, dental, < 
“1 

or optical examination or treatment. 

4. 1 wai expated to a eonfagieui diteosa. (Give name of ditea** and 

ourumttanct* of trpotunj 

CERTIFICATION OF PHYSI 

ICIAN OR PRACTITIONER 

Employee'* Name 

1 Period Under Prof etijonql Caro (Indicate Month* Day, Year) 

| Ffona | Tot 


Remark* 


I certify that the employee named waa undar my pro fce aio n ai can tfor the period indicated abora, and that the amployee’e condition during thia period 
made reporting to work iaadmaabla. 


Signature of Phyiiaan Of PracHtronef 


Date (McntK Day, Year) 
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FIGURE 83 


DEPARTMENT OF HEALTH & HUMAN SERVICES 


Public Health Service 
National Institutes of Health 


Memorandum 


October 1, 1987 
Director, DBG 

Flexitime in DBG 


All DPG Staff 


I am pleased to report that, effective with the pay period beginning on 
October 11, 1987, the Division of Research Grants will institute a new 
form of Flexitime known as Modified Flexitour. For your convenience, 
the guidelines that apply are attached to this memorandum. 


Under the Modified Flexitour system, both the employee and the 
supervisor have new opportunities, flexibilities, and responsibilities. 
It is important that all of us understand and carefully observe the 
rules so that we do not jeopardize these new benefits. As you will see 
when you read the attached guidelines, it is new possible to adjust your 
starting time and ending time if your supervisor concurs. Also, if you 
first obtain your supervisor's permission, you may change your starting 
time to accomodate unavoidable circumstances such as taking your car to 
the stop or seeing your doctor or dentist. 


Another advantage of the new Maiified Flexitour system is that your 
supervisor may, at his or her discretion, excuse tardiness of up to 30 
nunutes in unusual or emergency situations. Any such excused tardiness 
thTSy 3 employee will work the "missed" minutes at the end of 


For a while the Modified Flexitour system will be new and different for 

50 d ° not hesitate to ask questions. Information can be 
obtained from our Personnel Office staff (Room 434; X7577) or frm Pat 
Bailey or Jean Gunton (Rocm 4^4- Y 7 flpn nu ^ / ur rrorri 

understanding this new system, we have attached S a S liS U mf n f fUrthe b 
ashed questions, along with the^roJS °‘ £rKJUentl y 


Attachments 


Jerome G. Green, M.D. 




260 



DRG FLEXITIME PROGRAM 


Official Hours : 8:30 a.m. to 5:00 p.m., Monday through Friday. 

Basic Workweek : All full-time employees are required to work a basic 
eight-hour day in a work tour that includes, in addition to the eight 
hours, a 1/2 hour lunch period. The basic workweek, therefore, consists 
of five days, Monday through Friday, totaling 40 hours. 

Employees are authorized to take the standard lunch period, 
between 11:30 a.m. and 1:30 p.m. 

Employees may not work through lunch and leave at the end of 
eight hours. Under the Flexitime concept, the prescribed 
hours of duty are considered eight hours from the time the 
employee "signs in", excluding a mandatory 30-minute lunch 
period. 

Flexitime Hours: 


Flexible 

Core Time 

| 

Flexible 

Band 

(includes lunch) 

Band 

7:00 - 9:30 A.M. 

9:30 A.M. - 3:30 P.M. 

3:30 - 6:00 P.M. 


The morning flexible band of time is from 7:00 a.m. to 9:30 
a.m.; core time is from 9:30 a.m. bo 3:30 p.m, (including 
lunch) ; and the afternoon flexible band of time is from 3:30 
p.m. to 6:00 p.m. Subject to the needs of the office, as 
determined by the supervisor, each employee will select a 
fixed starting time between 7:00 a.m. and 9:30 a.m. The 
workday will end at any time between 3:30 and 6:00 p.m. as 
long as the employee has worked or otherwise accounted for 
eight hours each day plus the lunch period. 

A degree of flexibility on either side of the approved 
starting time is permitted up to 30 minutes. For example, if 
a schedule of 7:30 a.m. is approved, the employee might be 
permitted a 30-minute variation on either side of 7:30. 
Therefore, if the employee begins as early as 7:00 a.m., that 
becomes the employee's starting time for that day and that one 
half-hour counts toward the completion of the 8-hour day. By 
taking no time off other than the normal lunch break, the 
employee's day would end at 3:30 p.m. Conversely, an employee 
arriving later that 7:30 a.m. but not later than 8:00 a.m. 
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rWURE 83 (emit) 


begins the day at that time and is not considered tardy. By 
taking no time off other than the normal lunch break, the 
employee's day nay end as late as 4:30 p.m. 

An employee may request an occasional change in starting time 
to accommodate personal needs. Approval of the supervisor 
must be requested one day in advance except in an emergency. 

Deviations from the flexitime schedule may be required by 
management due to workload. It is recognized that office 
coverage must be maintained between 8:30 a.m. and 5:00 p.m. 
When necessary, the supervisor nay assign employees to work 
hours to cover these needs on a fair and equitable basis. 

To the extent feasible, meetings will be scheduled during core 
hours. When this is not possible, meetings should be 
scheduled between 8:30 a.m. and 5:00 p.m. 

T^ eAccoun t ing : Employees must record all arrivals and departures 
except for the standard lunch break. 


The time on the sign-in sheet would be the tine the person 
actually signs his/her name as entering on duty or leaving 
auty status. The same clock should be used to record time for 
all employees at a particular sign-in point. 

The following actions constitute falsification of official 
records and may be the basis for disciplinary action: 

1. An employee signing-in or out for another employee 
except as authorized by the Executive Officer, DRg! 

An employee signing-in and recording an earlier 
arrival or leaving early and recording a later 
sign-out time; and y 

An employee signing in and then leaving the office 
on other than official business. 

Of a eerioi 

fiL/T ™ slck 

HoZiirdous W eather ; For rtai __ 

tows, 8:30 a.m. to 5:00 p.m. wilfb^S' e 2S J?™ official operating 

pemng is delayed two hours, nonessential eJu ‘ F ° r exair P le ' if 

a.m. and leave at 5:00 0alwi 3t 


2 . 


3. 
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FIGURE 83 (cont) 


typically, a liberal leave policy would be in effect (leave is 
authorized without prior supervisory approval) and the errployee would 
follow his/her regular schedule. 

Training : Employees who are scheduled to attend training sessions may 
be required to readjust their scheduled hours or to revert to the NIH 
official operating hours during the training period. 
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WHAT EMPLOYEES ALWAYS WANT TO KNOW ABOt/T FLEXITIME 
AND ARE NEVER AFRAID TO ASK 

Q: My carpool got caught in traffic and I was 30 minutes late. Do I 

have to take leave? 

A: Not necessarily. A supervisor has discretion in this area. If the 

employee 1 s excuse is acceptable, the supervisor may grant 
administrative leave for a brief tardiness. Otherwise, the 
employee may be allowed to work an equal amount of time at the end 
of the day, or be charged annual leave, leave without pay, or 
absent without leave as appropriate. 


Q: Can a supervisor grant administrative leave in conjunction with 

lunch? 

A: Yes. The reason for the absence (Traffic, retirement luncheon 

etc.) must be adequate and acceptable to the supervisor. 


Q: Sane supervisors deny flexible work hours only because they work 

8:30 a.m. to 5:00 p.m. and there is no supervisor available at 
other times. Is this permissible? 

A: The supervisor in that case is encouraged to explore other systems 

to allow the employees supervised to work flexible hours. It is 
suggested that in the absence of the regular supervisor, 
consideration be given to an officer- in-charge concept where 
responsible senior officials would be designated to serve as 
supervisors? or a rotating list be established of individuals whose 
working hours would be coordinated to assure that at least one 
person would be on duty at all times to exercise supervisory 
responsibility. If no reasonable options are available, the 
supervisor may disallow a request for flexible work hours because 
of lack of supervisory coverage. 


Q: Does flexitime apply to part-time employees? 

A: Yes. The approval of flexitime would be based on the same 

principles as for full-time employees; i.e., the needs of the 
office. 


Q: There are three secretaries in this office who answer the phones. 

TWo are allowed to work flexible hours while I am required to work 
8:30 a.m. to 5:00 p.m. to provide telephone coverage. Is this 
permissible 2 
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FIGURE 83 (cont) 


A: It is recognized that minimum coverage must be maintained between 

8:30 a.m. and 5:00 p.m. When and where necessary, the supervisor 
may assign employees to work hours to cover these needs on a fair 
and equitable basis. 

Q: Does everyone in the office have to use the sign-in and sign-out 

sheets? 

A: Yes, all employees must sign in and sign out regardless of their 

tour of duty. 
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5EOUE3T FOR AMO AUTHOR I 2AT I OM {OR APPROVAL) 
Of OVERTIME WORK 


Tn * j « be required or »«f* required to work overtime on the dates and for the 

o( i,:-.. j' ertr, 0< CT after fe number of hours indicates that the employee 

guested . cn c er s a tc** ; tine in lieu of parent for overtime* 

*CTt ■ «..st ae autr.on: ed prior to its performance except in cases of emergency 

oarer,' to’-un-.nt - < : u l a t i c r s • Overtime actually .orked under this author iaa t ion Bust be re- 
>rd«0 or r,e, a»u attendance Report (HE»-a02) f sr the current pay period, «nd a cross reference 

id* an t-'*; for* i^oicitirg q * * r t i ■ * " » s approved* 


EMPLOYEE'S HAWC ARO ORGANIZATIONAL UNIT 


OVERTIME AUTHOR! ZED 


ho. or 

HAS. CSTe 


PAYROLL TIME AND 
LEAVE CLERK 









FIGURE 85 



DO NOT TYPE BEIOW THIS ItNE 


CERTIFICATION- I cerrify that the obovt Items are for Official Government 


AFPIOVIO ANO CIITIFIID »Ti 


AUCtlVID 8Tj 

J»9n*tvfo 

ItJifl 


HlH JO 
*•* n-ei 


STATISTICAL PROCESSING AND ACCOUNTING COPT « * *mimxr mimtixi orntt 
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Chapter XVII 
AVAILABLE RESOURCES 


A. REFERENCE MATERIALS 


The Committee Management Office (CMO), DRG, Room 453, Westwood 
Bldg., has American Men and Women of Science and the Who's Who in 
America . Current copies of the Official Airlines Guide, the Hotel 
and Motel Red Book, various maps, travel guides, and the Highway 
Mileage Guide to assist in developing travel plans for site visits, 
out-of-town study section meetings, workshops, and other scientific 
meetings can be found in Room 1A06. 

B. PUBLICATIONS 

1 . Directories, Rosters, Schedules 


® Competency Rosters of NIH Initial Review Groups 

Available in the Committee Management Office, DRG. Study 
Section offices are notified when these books are available. 

s DHHS Telephone Directory 

Includes PHS offices located in the Parklawn' and other DHHS 
buildings. A copy for reference use is available from the 
Office of Section Chiefs (Room 340, Westwood Bldg.). 

a National Zip Code Directory 

Avail' able in the Se If- Serv i ce Store. A copy for reference 
use is in the Office of the Section Chiefs. 

® NIH Public Advisory Groups - Authority, Structure, 

Functions , Members 

Issued annual ly by and available in the Committee Management 
Office, DRG. 

® NIH Telephone and Service Directory 

Publ i'shed once a year. Alphabetical as well as 
organizational listings. Yellow pages include information 
on services of general interest. Distribution is automatic 
to NIH offices. 

• Schedule of Initial Review Group Meetings - Alphabetical and 
Chronol ogl ca V" Li sti ngs 
Can be ordered from' IMPAC. 

a Schedule of PHS National Advisory Council Meetings 
Orderedf rom 1 MPAC . 

e Listing of Study Sections and Referral Staff 

Issued by the Office of the Associate Director for Referral 
and Review, DRG (Room 338, Westwood), 
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& Tentative Schedule of National Advisory Council and Committee 
Meeting - Fiscal Year ~ ~ 

Issued annually by the DRG Office Services Section. 

2. General Reference Books 


@ Correspondence Manual (PHEW) 

Can be requested from the DRG Office Services Section (Room 
436, Westwood). 

® Government Printing Office Style Manual 

Can be requested from the DRG Office Services Section. 

0 Gregg Reference Manual 

Available in the Self-Service Store. 

® Medical Dictionary 

Available in the Self-Service Store. 

9 Reference Manual for Stenographers and Typists 
Used in NIH training courses. Available in the 
Self-Service Store. 

9 Webster’s New Collegiate Dictionary 
Available in the Self-Service Store. 

o Word Division 

Available in the Self-Service Store. 

3. Extramural Program Policy Guides and Handbooks 

a Activity Codes, Organizational Codes and Definitions Used in 
Extramural Programs 

Available from Data Processing Section, Statistics and 
Analysis Branch, DRG, and issued periodically to study 
section offices. 

• Handbook for Executive Secretaries, DRG 

Available Tn the Grants inquiries Office, DRG. A copy 
should be kept in each study section office. 

• Handbook for Grants Assistants, DRG 

Available in the Grants Inquiries Office, DRG (Room 449, 
Westwood). A copy should be kept in each study section 
office. 

• Instruction and Information (I & I ) Memoranda 

These memoranda on Nlfl policy and procedures are issued 
periodically by the Office of the Associate Director for 
Extramural Research and Training, NIH, the Office of the 
Director, NIH, or another NIH administrative office. I & I 
memoranda have stated expiration dates. Those memoranda 
pertinent to the extramural programs should be kept together 
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in a looseleaf binder. A complete set of I&I memorandum is 
available for reference use in the Office of the Executive 
Officer, DRG. To order a particular I&I Memoranda, order 
forms are available from the Grants Inquiries Office. 

$ NIH Guide for Grants and Contracts 

Tfie Guide, which announces scientific initiatives by 
Institutes and provides policy and administrative 
information to the scientific community, is available in the 
Grants Inquiries Office, DRG, and distributed to study 
section offices. To be placed on the mailing list for this 
publication, complete a form available in the Grants 
Inquiries Office. 

e NIH Manual Issuances 

Those policy ancl procedure issuances pertinent to the 
extramural programs should be kept in a looseleaf binder. A 
complete set of Manual Issuances is available for reference 
use in the Office of the Executive Officer, DRG, except for 
those issuances pertaining to procurement and travel. The 
latter are kept in the DRG Travel Office (Room 455A, 
Westwood Bldg. ) . 

® NIH Travel Handbook 

Revised periodically. Distributed by the DRG Administrative 
Office. 

e Orientation Handbook for Members of Scientific Review Groups 
Avail able in the Committee Management Office, DRG. 

e Proceedings of the Previous Meetings of the Chairpersons 
of NIH Scientific Review Groups 
Available in the Office of the Associate Director for 
Referral and Review, DRG. 

• PHS Grants Policy Statement 

Available in the Grants Inquiries Office, DRG. 

• PHS Manual Laws and Regulations 

A complete Set of these laws and regulations is a-vailable 
for reference use in the Office of the Executive Officer, 
DRG, Room 448. 

• Research Awards Index 
Vol . 1 . Index Section 

Vol . II. Project Identification Data 
Research Contracts 
Alphabetical List of Investigators 

Available in Research Documentation Section, Statistics and 
Analysis Branch, DRG (Room 148, Westwood), 
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4. 


Journals 


The various scientific journals received by the Division are 
kept in the Journal Room, WB, Room 1A06. 


C. Forms 


Some general forms and guidelines used by all study sections are 
available from the open shelf files in the Third Floor Duplicating 
Room (Room 332, Westwood). 

D. EQUIPMENT 


Copying machines located on each floor. In addition, various office 
machines may be borrov/ed by study section offices through the Office 
Services Section. 

E. SPEAKER PHONES 

DRG has several speaker phones available for conference calls. To 
reserve a speaker phone call the respective offices: 

Dr. Friedman - 496-7023; 

Dr. Straat - 496-7447; 

Dr. Ketley - 496-7558; or 
Mr. Wassell - 496-7881. 

For the one located in Conference Room 428, call Ms. Williams - 
496-7211. 

F. COMPUTER AIDS 


Through the IBM Displaywriter and a modem, a Grants Assistant can 
access the NIH computer systems and independently retrieve valuable 
information or obtain useful services. The priority score computing 
system has been mentioned previously, but other capabilities also 
exist. Instructions can be found in the User Resource Office 
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